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February 27 2020 20-02803-F 


Russ Kick 

New England Anti-Vivisection Society 
333 Washington Street, Suite 850 
Boston, MA 02108 


Dear Mr. Kick 


This letter is the initial agency decision on your December 23, 2019 Freedom of 
Information (FOIA) request to the VA Northeast Ohio Healthcare System for a copy of; 


1a) According to The Guide for the Care and Use of Laboratory Animals (The Guide), 8th 
edition, all entities must have a system in place for anyone (insiders or members of the 
public) to report concerns regarding animal welfare at a facility. These reports are either 
made directly to the IACUC Chair or a designated representative, or they eventually are © 
routed to the IACUC Chair/representative. We request all such reported concerns received 
by the Chair since January 1, 2019. (This would encompass all appendices, annexes, 
attachments, and accompanying documents, including photos and videos in their Original 
formats and resolution.) 


1b) Further, for all such reported concerns deemed supported, we request the notification 
sent to the Institutional Official. The time frame is January 1, 2019, to present. 

(This would encompass all appendices, annexes, attachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) 


2a) Per The Guide, all entities must have a system in place for investigators to notify the 
IACUC and/or attending veterinarian of adverse events, unexpected or unanticipated 
outcomes, violations of protocols, and other incidents involving animal welfare that occur 
during their studies/experiments. We request all such notifications received by the I[ACUC 
or AV since January 1, 2019. (This would encompass all appendices, annexes, 
attachments, and accompanying documents, including photos and videos in their original 
formats and resolution.) 


2b) Further, we request all notifications sent to the Institutional Official regarding these 
reported incidents. The time frame is January 1, 2019, to present. 

(This would encompass all appendices, annexes, attachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) 


Your request was received by my office on December 23, 2019. The tracking number for 
this request is 20-02803-F. 
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You may use this number when inquiring about the status of this request. We will search 
for records responsive to your FOIA request that were gathered or created by the VA 
Healthcare System of Ohio on or about December 23, 2019. There is no fee associated 
with this request and you were assigned as a “news media requester’ under complex 
processing track. 


The Research Office conducted the search for documents responsive to your request. At 
the conclusion of the search two documents, totaling six pages were determined to be 
responsive to your request. 


Please be advised the for item 1a) the report was made verbally so no responsive 
records are available for this portion. 


My review of the documents revealed that they contained information protected under 
FOIA Exemption 6, 5 U.S.C. § 552(b)(6). The coverage of FOIA Exemption 6 is absolute 
unless the FOIA requester can demonstrate a countervailing public interest in the 
requested information by demonstrating that the individual is in a position to provide the 
requested information to members of the general public and that the information requested 
contributes significantly to the public’s understanding of the activities of the Federal 
government. Additionally, the requester must demonstrate how the public’s need to 
understand the information significantly outweighs the privacy interest of the person to 
whom the information pertains. 


Upon consideration of the materials provided, | have not been able to identify a 
countervailing public interest of sufficient magnitude to outweigh the privacy interest in this 
case. Specifically, the information covered by exemption (b)(6) consists of names, room 
numbers, and titles of unique positions, that if disclosed, would be an unwarranted 
invasion of privacy. 


The individuals associated with this information have a personal privacy interest in 
information that outweighs any public interest served by disclosure of their identities under 
FOIA. Consequently, | am denying your request for this information under FOIA 
Exemption 6, 5 U.S.C. § 552 (b)(6). 


If you disagree with my determination to withhold the information under FOIA Exemption 
6 or the No Record for item 1a please be advised you may appeal to: 


Office of the General Counsel (024) 
Department of Veterans Affairs 

810 Vermont Avenue, N.W. 
Washington, D.C. 20420 


If you should choose to file an appeal, your appeal must be postmarked no later than 
ninety (90) calendar days from the date of this letter. Please include a copy of this letter 
with your written appeal and clearly state why you disagree with the determinations set 
forth in this response. 


In addition to filing an appeal with the Office of General Counsel regarding my 
determination, you may also seek assistance and/or dispute resolution services regarding 
your FOIA request from VHA’s FOIA Public Liaison and or Office of Government 
Information Services (OGIS) as provided below: 

VHA FOIA Public Liaison: 


Email Address: vhafoia2@va.qov 
Phone Number: (877) 461-5038 


Office of Government Information Services (OGIS) 

Email: ogis@nara.gov 

Fax: (202) 741-5769 

Mailing address: Office of Government Information Services 
National Archives and Records Administration 

8601 Adelphi Road 

College Park, MD 20740-6001 


Thank you for your cooperation in this matter. If you have any questions, please contact 
me at (216) 791-2300 Extension 42341 or by email at Joseph.Picklo@va.gov or Tomica 
Jefferson at (216) 791-2300 Extension 42342 or by email at Tomica.Jefferson@va.gov. 


Sincerely, 


el 


Joseph Picklo 


Enclosure 
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Research Initial Report 


Report Date: eae 


Project Title: Not Applicable as this EVENT was not related to a etd 


Pl: N/A 
/ Protocol #: N/A 


Sponsor/Funding Source: N/A Determination Date: August 15, 2019 


[_] Serious Unanticipated | ig Unauthorized Access to VA Unanticipated Loss of Animal 
Problems/SAEs Sensitive Information Life 
[_] S/C Noncompliance [] Reportable NSOC Incidents [ | Suspension/Termination 


[| Work-Related Exposures [_] Work/Research Related [| Animal Theft/Escape 
Injuries 
[] Laboratory Security Problems [[] Laboratory Decommissions [_] Substantive MOU Changes 


[-] New mou (ACUP only) [_] Accreditation Problems [_] IRB Changes 


[_] Assurance Changes [_] Cited for Serious |] Programmatic Noncompliance 
Noncompliance 


VHA Hangneak 1058.01 snOVEMp EE 15, 2011 
Cleveland, Wade Park 


[-] RCO Consent Form Audit [_] Reported to IRB 
_ RCO Bestlatony: Audit [x] Reported to ACOS/R 


On july 30, 2019 the VA Animal Research Facility (ARF) held a 3 training/demonstration of the n new wv MICRO- CT 
Scanner from Perkin-Elmer using a cat/cat tissue. During the demonstration the cat expired. It was 
determined that the cat had ““subcutaneous edema, pneumothorax and pneumoperitoneum”. Suspect acute 
pulmonary tear and subsequent diaphragmatic rent caused by excessive inspiratory pressure. It was later 
determined that the anesthesia machine was micoMmpsuble with intubation and was built to use a nose cone 
see eracied for cera). 


IACUC Review Date: 8/15/2019 R&DC Review Date: 10/3/2019 
(b)(6) and (b)(6) jworked with the trainers to complete training 
in the use of the machine for small animals using the systems own anesthesia machine. They also were able to 
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Veterans Affairs Medical Center - Cleveland, OH (541) 
FWA#: 00004231 


Research Initial Report 


~ 


get the ARF’s own large animal anesthesia machine to work with the CT scanner by finding alternative tubing 
that would fit through the CT bore. 


On August 15, 2019 at the IACUC Meeting: 
The i gave a report on the event and described in detail the technical limitations of the anesthesia machine 
that was used that ultimately lead to the animal’s death. She took responsibility for the animal’s death. The 
IACUC confirmed that the death took place under anesthesia and that the animal did not experience any pain 
during the incident. The IACUC discussions concluded that this was an unfortunate accident done without 
malice. The IACUC felt the@@had an appropriate technical understanding going forward. ; 
1. The trainers completed the ARF team’s training on the CT scanner and its associated anesthesia 
machine designed for use in small animals 
2. The ARF team worked with the trainers to set up some alternative tubing that would enable use of 
the VA’s own large animal anesthesia machines with the CT scanner thus enabling the scanner to be 


From: 


MCD [| ACOS/R&D 

["] Subcommittee Chair: [| R&DC Chair 

To: . 

[] mep "BQ Acos/r&p | VISN Director 

cos [-] Rco ORO-RO 

PI _ L] VA Police Service [_] oRO-co 

R&D Committee |_| VISN Safety Office [_] ORD 

Subcommittee [| Other: 

Ze SCs Candace Hfabiyi, Acting MCD 08/28/2019 

Signature ’ Print Date 
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Reportable Adverse Event Occurring July 30, 2019 


At the August 15, 2019 IACUC meeting, the IACUC discussed the issue below and 

voted 5-0 (quorum present) that this was an adverse event resulting in the death of an 

animal and a reportable event to ORO, OLAW and AAALAC based on VA Handbook 
1058.01 (7a) and OLAW Guidance on Prompt Reporting, NOT-OD-05-034. 


Event Description: : 


The Animal Research Facility (ARF) received a new Micro-CT Scanner from Perkin- 
Elmer which was installed in the imaging room in May of 2019. The vendor's installation 
team informed us that their training team would go over all aspects of the Micro-CT 
Scanner and associated anesthesia machine and that we should not touch it until we 
were trained to use it. 


Training by the vendor in the use of the machine was scheduled for July 30 and 31, 
2019. Prior to their arrival, the ARF staff and researchers discussed the animals/tissues 
we would like to image during the training session. This included a cat that had 
previously been diagnosed with bladder stones that had appeared to be dissolving on 
radiograph. The © (GME felt that CT imaging of the cat's bladder 
would confirm stone dissolution. Therefore, the imaging of the cat was undertaken 
under the auspices of ‘veterinary care’ for the health and maintenance of the cat and 
was not part of any research protocol. The team wanted to get trained by the vendor 
specifically on how to use the equipment on cats because there were ongoing cat 
research protocols that included CTs which currently required taking the animals to an 
affiliate institution for scans. 


The vendor's training team reached out to the (b )(8) three weeks prior to the 


training date to confirm the cat’s weight and requested confirmation that a nose cone 
was available for the cat that would connect to the scanner’s anesthesia delivery hose. 
The (b)(6) confirmed the nose cone fit that hose. 


On July 30" the (b)(6) was assisting in the set-up of the anesthesia 


machine for the CT scan on the cat when the trainers realized that, even though the 
nose cone fit the inhalation tube, there was not a port-on the nose cone to hook up the 
exhaust tube. Discussions about how to hold the nose cone in place also brought up 
concerns of it slipping off during the scan. The trainers asked how anesthesia was 
handled for cats during surgery and during offsite scans and the (b)(6) 
confirmed intubation was used for both after conferring with someone doing CTs of cats 
at the affiliate institution. The trainers advised that intubation would be the best option to 
use as they thought it best to replicate what the VA used during surgery. The(@@was 
called in who also thought intubation would be a reasonable option. After setting up the 
scanner’s anesthesia system with the trainer's guidance, the Be and trainers believed 
the system to be ready for use. 


The (b)(6) anesthetized the cat, in an induction box under the hood and 
intubated the animal. He then placed the cat into the scanner and hooked it up to the 
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anesthesia machine as instructed while the trainers and@Qwrere preparing the 
anesthesia machine for the scan. Within seconds the body of the cat appeared to be 
inflated. The breathing tube was disconnected, and the cat was removed from the’ 
scanner. The R@tried emergency procedures on the cat, determined the cat was _ 
immediately moribund, and a decision to euthanize was made. A necropsy was 
performed, and it was determined that the cat had: “Subcutaneous edema, 
pneumothorax and pneumoperitoneum. Suspect acute pulmonary tear and subsequent 
diaphragmatic rent caused by excessive inspiratory pressure. Evidence of previous 
bladder inflammation/infection.” (Necropsy report included). 


No other live animals were used in the machine after that and the@Qdiscussed with the 
trainers what went wrong. The (b)(6) of Research was 
notified of the incident and arranged to meet with the trainers the next day. Although the 
trainers had initially suggested intubation, they had confirmed by the next day that their 


anesthesia machine was incompatible with intubation and was strictly made for use with 
(5 (3 Rea and (b)(6) : 


a nose cone. The 
worked with the trainers to complete training in the use of the machine for small animals 
using the systems own anesthesia machine. They also were able to get the ARF’s own 
large animal anesthesia machine to work with the CT scanner by finding alternative 
tubing that would fit through the CT bore. 


The IACUC’s deliberations and resolution: 


During the August 15, 2019, IACUC meeting, theiglilgave a report on the event and 
described in detail the technical limitations of the anesthesia machine that was used 
that ultimately lead to the animal’s death. She took responsibility for the animal’s death 
and in having put too much faith in the trainer’s knowledge of the capability of their 
machine instead of investigating the machine’s limitations beforehand. The IACUC 
contirmed that the death took place under anesthesia and that the animal did not 
experience any pain during the incident. The@@land (b)(6) involved in 
the incident were then asked to leave the room for the discussion. The IACUC 
discussions concluded that this was an unfortunate accident done without malice but 
that thea @ should have been more proactive on verifying that the system was 
compatible instead of relying on the company’s trainers—a fact that the@@nad already 
acknowledged. Given that the as able to clearly explain to the [ACUC what 
limitations of the anesthesia machine lead to the animal's death, the IACUC felt the) 
had an appropriate technical understanding going forward. 


The (b)(6) then explained that: (A) the trainers completed the ARF team’s 
training on the CT scanner and its associated anesthesia machine designed for use in 
small animals, and (B) the ARF team worked with the trainers to set up some alternative - 
tubing that would enable use of the VA’s own large animal anesthesia machines with 
the CT scanner thus enabling the scanner to be safely used with large animals requiring 
intubation. 
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The IACUC voted unanimously that this was a ‘reportable event’ and voted unanimously 
that this was not an incidence of ‘non-compliance’. Instead it was ruled an accidental 
adverse event. 


This IACUC voted unanimously that: (A) the (b)(6) 

now had adequate training to start using the CT with its associated new anesthesia 
system for rodents, and that (B) using the ARF’s own large-animal anesthesia machine 
was an appropriate way to enable the CT to be safely used with large animals going 
forward. 
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ANIMAL RESEARCH FACILITY 
LSCDVAMC 
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Liberty Research 


History/Treatment: April 2019: Cystitis with relapse after antibiotic treatment based on culture/sensi resulls. 

April 2019: Radiographically diagnosed with struvite cystic calculus under isoflurane anesthesia. Placed on Hills S/D stone dissolution 
diet. 

May 23, 2019: Repeat radiograph under isoflurane anesthesia demonstrates near complete dissolution of stone. Place on Hills C/D 
maintenance diet. 

August 1, 2019: Isoflurane anesthesia for CT scan to confirm Stone dissolution. Acute decompensation under anesthesia with 
circulatory collapse. Euthanize with Euthasol. 


Laboratory (Records Attached): CBC/Chemistry/Serology/Microbiology/Parasitology 
Condition at Death: Fresh/Mild Autolysis/Moderate Autolysis/Severe Autolysis 


Ts Ne Pew Comments: 
Subcutaneous edema and abdominal distension. Urinary catheter in place. 
Remainder NGL. 


eee 


ere 
oo 


Mammary Tissue 

Lymph Nodes 
Ovaries/Bulbourethral GI 
Uterus/Cervix/Preputial Gl 
Bladder/Urethra 
Testes/Epididymes 


Urinary bladder empty, wall thickened, mucosa intact 


a 


Prostate/Seminal Vesicles 
NGL, small amount of ingesta in lumen. 


NGL, formed stool in colon 


ES 


Spleen/Pancreas 


Kidney/Adrenal 


Thymus Not visualized 
Complete atelectasis of all lung lobes. Pneumothorax. Focus of lung tear not 


visualized. 
Trachea/Thyroids Neen eee 


rm 
= 
— 
Qa 
a 


Passages/Oral Cavi 


PituitaryMTrigeminalN | Notexamined = SSC~=“‘CSC*S*™*~*~*~*~*~*d 


Not examined 


(Othe: Pneumoperitoneum. Diaphragmatic tear not visualized. 


“Trimmed **Normal ***Pathologic © NGL: no gross lesions N/A: not applicable O/W: otherwise 
Diagnosis and Comments: Subcutaneous edema, pneumothorax and pneumoperitoneum. Suspect acute pulmonary tear and 


And subsequent diaphragmatic rent caused by excessive inspiratory pressure. Evidence of previous bladder inflammation/infection. 
Name: a) aa Date: aa 
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US. Department 
of Veterans Affairs 


Minneapolis VA Health Care System 
One Veterans Drive 
Minneapolis, MN 55417 


FOIA Request: 20-02821-F 
02/20/2020 


Russ Kick 

New England Anti-Vivisection Society 
333 Washington St. Suite 850 
Boston, MA 02108 


Dear Russ Kick: 


This letter is the initial agency decision to your 12/16/2019, request under the 
23Freedom of Information Act (FOIA), 5 U.S.C. § 552, submitted to the 
VHA 618 - Minneapolis VA Medical Center FOIA Office for copies of the following 
records: 


This request concerns the Institutional Animal Care and Use Committee (IACUC) 
at your VA facility. (If there is more than one IACUC, this request applies to all of them.) 


1a) According to The Guide for the Care and Use of Laboratory Animals (The Guide), 
8th edition, all entities must have a system in place for anyone (insiders or members of 
the public) to report concerns regarding animal welfare at a facility. These reports are 
either made directly to the IACUC Chair or a designated representative, or they 
eventually are routed to the IACUC Chair/representative. We request all such reported 
concerns received by the Chair since January 1, 2019. 

(This would encompass all appendices, annexes, attachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) 


1b) Further, for all such reported concerns deemed supported, we request the 
notification sent to the Institutional Official. The time frame is January 1, 2019, to 
present. 

(This would encompass all appendices, annexes, attachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) 


2a) Per The Guide, all entities must have a system in place for investigators to notify the 
IACUC and/or attending veterinarian of adverse events, unexpected or unanticipated 
outcomes, violations of protocols, and other incidents involving animal welfare that 
occur during their studies/experiments. We request all such notifications received by the 


IACUC or AV since January 1, 2019.. 
(This would encompass all appendices, annexes, attachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) - 


2b) Further, we request all notifications sent to the Institutional Official regarding these 
reported incidents. The time frame is January 1, 2019, to present. 

(This would encompass all appendices, annexes, attachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) 


Matthew Rassette, D.V.M Veterinarian, Research Service conducted a search for 
documents responsive to your request. The search was conducted by utilizing the 
search criteria provided by White Coat Waste Project. At the conclusion of the search, 
four documents, totaling thirty-five pages, were determined to be responsive to your 
request. 


My review of the documents revealed that they contained information that falls 
within the disclosure protections of FOIA Exemption 6, 5 U.S.C. § 552(b)(6). FOIA 
Exemption 6 permits VA to withhold a document or information contained within a 
document if disclosure of the information would constitute a clearly unwarranted 
invasion of a living individual’s personal privacy. Stated another way, VA may withhold 
information under FOIA Exemption 6 where disclosure of the information, either by itself 
or in conjunction with other information available to either the public or the FOIA 
requester, would result in an unwarranted invasion of an individual’s personal privacy 
without contributing significantly to the public’s understanding of the activities of the 
federal government. 


Specifically, the information | am withholding, as indicated on the enclosed 
documents, under FOIA Exemption 6 consists of names; contact number; position titles; 
protocol names and case numbers, as the individuals or entities associated with this 
information have a personal privacy interest in it. 


The coverage of FOIA Exemption 6 is absolute unless the FOIA requester can 
demonstrate a countervailing public interest in the requested information by 
demonstrating that the individual is able to provide the requested information to 
members of the general public and that the information requested contributes 
significantly to the public’s understanding of the activities of the Federal 
government. Additionally, the requester must demonstrate how the public’s need to 
understand the information significantly outweighs the privacy interest of the person to 
whom the information pertains. Upon consideration of the materials provided, | have 
not been able to identify a countervailing public interest of enough magnitude to 
outweigh the privacy interest in this case. The individuals associated with this 
information have a personal privacy interest in information that outweighs any public 
interest served by disclosure of their identities under FOIA. Consequently, | am denying 
your request for this information under FOIA Exemption 6, 5 U.S.C. § 552 (b)(6). 


If you disagree with my determination to withhold the information under FOIA 
Exemption 6, please be advised you may appeal to: 


Office of the General Counsel (024) 
Department of Veterans Affairs 

810 Vermont Avenue, N.W. 
Washington, D.C. 20420 


Email: ogcfoiaappeals@va.gov 


If you should choose to file an appeal, your appeal must be postmarked or 
electronically transmitted no later than ninety (90) calendar days from the date of this 
letter. Please include a copy of this letter with your written appeal and clearly state why 
you disagree with the determinations set forth in this response. 


You may also seek assistance and/or dispute resolution services for any other 
aspect of your FOIA request, excluding the release determination, from VHA’s FOIA 
Public Liaison and or Office of Government Information Services (OGIS) as provided 
below: 


VHA FOIA Public Liaison: 


Email Address: vhafoia2@va.gov 
Phone Number: (877) 461-5038 


Office of Government Information Services (OGIS) 


Email: ogis@nara.gov 
Fax: (202) 741-5769 


Mailing address: 

National Archives and Records Administration 
8601 Adelphi Road 

College Park, MD 20740-6001 


Thank you for your interest in VA. If you have any further questions, please feel free 
to contact me at 612-467-6536 or via email at VHAMINMPLSFOIA@va.gov. 


Sincerely, 


Keak 9 Cast 


Pamela G. Best 
VHA 618 — Minneapolis VA Health Care System FOIA Officer 
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Date: December 20, 2019 
From: Director, Minneapolis VA Health Care System (MVAHCS) (618/00) 
Subj: IACUC determination of Reportable Event 


To: Dr. Brent Morse, Director, Division of Compliance Oversight, Office of Laboratory Animal 
Welfare (OLAW), Bethesda, MD 
Director, VA Office of Research Oversight (ORO) — Research Safety & Animal Welfare 
Workgroup (RSAW) “ 


Following up on the preliminary notification provided to you on 10/2/2019, the MVAHCS IACUC met 
on 10/17/2019, 11/21/2019, and 12/19/2019, and deliberated on the incident described below. 


Our PHS assurance number is D165-00308. 

The situation is related to two activities both involving non-human primates (NHPs), one supported by 
neP nice (2A and the 

oo and the other previously supported by the Department of Veteran's Affairs 


Rie In both cases, the animals were trained to perform a simple task and were 
rewarded wit) sips of water for doing so. The working sessions were structured so that they could 
earn all the water needed for appropriate hydration, so their access to water was otherwise restricted 
to provide an incentive to perform the task. If, during the working sessions, they earned less than the 
volume of waier estimated to be the amount needed to maintain health, the protocol stipulated that 
they were to be provided with additional water in their home housing, to ensure that they had access 
fo the estimated minimum total volume allotment of water each day. To the best of our knowledge, no 
unallowable costs were charged. 


The MVAHCS IACUC confirmed that: 


*one animal on the protocol supported by VA funds (closed as of 09/2018), while on water 
restriction, received less than the calculated minimum volume of daily fluid allotted by the 
protocol, on multiple days between 7/1/17--9/3/17. While the animal was monitored daily, 
certain methods (measurement of urine specific gravity) were not as frequently performed as 
stated in the protocol. 


*one animal on the protocol supported by funds from PHS and the (b) (6) 
while on water restriction, received less than the calculated minimum vclume of daily fluid 
allotted by the protocol, on multiple days between 1/30/16—5/11/16. While the animal was 
monitored daily, certain methods (weekly weighing) were not as frequently performed as 
stated in the protocol. 


Discussions with the laboratory staff and root cause analysis uncovered tracking sheets on which the 
minimum daily fluid allotment was not regularly updated whenever the body weight of the animal 
changed. Both animals received daily health checks and regular veterinary visits. There were no 
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rc 


“s) 
Quick Notes Page 2 


; : 2502 


E{\j\ U.S. Department of Veterans Affairs One Veterans Drive 
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clinical signs of dehydration in either animal. There were no days that the animals did not receive 
water. Review of other records confirmed that these were the only animals affected by these errors. 


Although all available evidence indicates that animal health was not impacted, the [ACUC determined 
at its December 19, 2019 meeting that the failure to follow the [ACUC-approved protocols constitutes 
reportable noncompliance. As required by VHA Handbook 1058.01, the IACUC determination 
regarding this event will be reported to the R&D Committee, Facility Director, Regional (VISN) 
leadership, Chief Veterinary Medical Officer for VA, VA Office of Research Oversight (ORO), Office of 
_Laboratory Animal Welfare (OLAW), and AAALAC International. 


The following corrective actions have been completed: 

1. Directed remediation / retraining of the affected laboratories and staff 

2. Amendment of the only currently active protocol involving water restriction to clarify 
procedures for ensuring that the correct minimum allotment of water and monitoring are 
provided 

3. Revision of the tracking sheets to automatically calculate the minimum daily water 
allotment and to include visual reminders of monitoring requirements 

4. Institution of a revised post-approval monitoring program including more frequent review of 
laboratory records by oversight personnel 


At the December 19, 2019 meeting, the IACUC reviewed and approved of these corrective actions. 
Our program believes that these actions satisfactorily address the deficiencies and remains 
committed to protecting the welfare of animals used in research. We are grateful to the VA Office of 
Research Oversight and the VA Office of Research and Development for their assistance in this 
matter. 


Please feel free to contact us with further questions and thank you for your consideration of this 
matter. 


Patrick J. Kelly = Digitally signed by Patrick J. Kelly 
+ 681790 

691790 Date: 2019.12.20 10:10:30 -0600 

Patrick Kelly, FACHE 


CC:, 

Global Director, AAALAC, International 
Director, VISN 23 

Chief VMO (ORO) 

ACOS/Research, MVAHCS 

Deputy ACOS/Research, MVAHCS 
IACUC Chair, MVAHCS 

VMO, MVAHCS 
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Date: July 22, 2019 
From: Director, Minneapolis VA Health Care System (MVAHCS) (618/00) 
Subj: IACUC determination of Reportable Event 
To: Director, VA Office of Research Oversight (ORO) — Research Safety & Animal Welfare 
Workgroup (RSAW) 


Dr. Brent Morse, Director, Division of Compliance Oversight, Office of Laboratory Animal 
Welfare (OLAW), Bethesda, MD 


As was reported to you preliminarily on 6/25/2019 the MVAHCS IACUC met on 7/18/2019 and 
deliberated the incident described below. 


Our PHS assurance number is D16-00308. 

The situation is related to an activity previously supported by the Public Health Service (PHS), but at 
the time of the incident was supported by bridge funding (local protocol 160802). It also affected a 
separate group who receive support from a VA Merit Award CGR occ protocol VAM-18- 
00281). 


IACUC project: 160802 
Title :(tep Rte) 
Funding source: Formerly US Public Health Service but currently supported by bridge funding. 


IACUC project: VAM-18-00281 
Title: (CRRA) 
Funding source: VA-ORD Biomedical Laboratory Research & Development 


The IACUC understands that the following occurred: 


1. Asingle vial of expired ketamine was used on three occasions (1/25/19, 5/28/19, and 
6/17/19) to make an anesthetic cocktail for terminal mouse perfusions. Mice were 
successfully anesthetized, though upon questioning additional doses were occasionally 
needed to obtain anesthetic plane. 

2. Upon discovery of this use of expired drug, a lab manager self-reported to our program 
and disposed of the remaining drug appropriately and it is no longer in use. 

3. Specifics for 160802: 

4/25/2019: 10 mice were perfused (terminal procedure) 

6/17/2019: 15 mice were perfused (terminal procedure) 

In both instances booster dosing of just ketamine was used on several animals on 
each date to achieve sufficient anesthesia level for perfusion. 

4. Specifics for 18-00281: 

There were a total of 12 mice perfused (terminal procedure) with the expired drug. 


The IACUC determined at the July 18, 2019 meeting that this represents a reportable event 
constituting serious noncompliance with the Guide. 
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As required by VHA Handbook 1058.01, the IACUC determination regarding this event will be 
reported to the R&D Committee, Facility Director, Regional (VISN) leadership, Chief Veterinary 
Medical Officer for VA, VA Office of Research Oversight (ORO), Office of Laboratory Animal Welfare 
(OLAW) and AAALAC International. 


The following corrective actions are being required of the affected Pls: 


1. Write on the outside lid of the lockboxes assigned to the respective Pls the words: 
“CHECK EXPIRATION DATES’. 

2. Laboratory personnel who are involved in the monthly narcotic inspection will verify that the 
drug is in date before co-signing the Controlled Substance Administration Record form. 


+ 


In addition, the IACUC recommends the following (service wide) corrective actions: 


1. The VMU surgical/anesthetic monitoring sheet should include a place to record the 
expiration date of the substance being administered. 


The following corrective actions are being implemented by the individual Pls: 


1. Highlight the expiration date listed on the green Controlled Substance Administration 
Record form upon receiving it from VMU personnel and re-write the expiration date in 
bolder ink above the outer box lines, near where VMU staff write the assigned inventory 
vial number. 

2. The lab also reserves the right to refuse to accept drug disbursement from the VMU if it will 
expire within less than 6 months. 


Our program determined that these actions will satisfactorily address the deficiency. 


Patrick Kelly, FACNE 


CC: 

Global Director, AAALAC, International 
Director, VISN 23 

Chief VMO (ORO) 

ACOS/Research, MVAHCS 

Deputy ACOS/Research, MVAHCS 
IACUC Chair, MVAHCS 

VMO, MVAHCS 
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Veterans Health Administration Minneapolis, MN 55417 
Minneapolis VA Health Care System www.minneapolis.va.gov 
Date: 25 March 2019 
From: Director, Minneapolis VA Health Care System (MVAHCS) (618/00) 
Subj: IACUC determination of Reportable Event 
To: Director, VA Office of Research Oversight (ORO) — Research Safety & Animal Welfare 
Workgroup (RSAW); 
Dr. Brent Morse, Director, Division of Compliance Oversight, Office of Laboratory Animal 
Welfare (OLAW) 


As was reported to you preliminarily on 3/21/2019, the MVAHCS IACUC met that day and deliberated on 
the incident described below. 


Our PHS assurance number is D16-00308 (formerly A3493-01). The situation is related to an activity 
previously supported by the Public Health Service (PHS), but at the time of the incident was supported 
by bridge funding. 


IACUC protocol: #160802 
(b) (6) 
Funding source: bridge funding (previously PHS) 


The IACUC understands the following: 


1. On 3/12/19, one mouse on protocol 160802 had a surgical procedure performed and was 
given the wrong medication by mistake. 


2. The syringes were correctly labeled at the time, and the study technician involved 
immediately contacted and received veterinary assistance. Unfortunately, the animal was_ 
unable to be saved. 


3. The veterinarian worked with the study technician to find an additional means of 
separating the medications, in addition to the labeling, to prevent reoccurrence, and this 
was immediately adopted. The rest of the cohort had the procedure without incident. 
The lab has subsequenily also introduced color coding of labels to further prevent 
reoccurrence. 


At the March 21, 2019 meeting, the MVAHCS IACUC determined that this represents a reportable 
eveni, as it constituted a serious deviation from the provisions of the Guide. The IACUC has determined 
that no further corrective actions are required. 


MINNEAPOLIS VA HEALTH CARE SYSTEM 
VAF 10-3045 (618) R 01/2019 
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As required by VHA Handbook 1058.01, the IACUC determination regarding this event is being reported 
to the local R&D Committee, Facility Director, Regional (VISN 23) leadership, Chief Veterinary Medical 
Officer for VA (ORD), VA Office of Research Oversight (ORO), Office of Laboratory Animal Welfare 
(OLAW) and AAALAC International. 


Patrick Kelly, FACHE 


CC: 

Global Director, AAALAC, International 
Director, VISN 23 

Chief VMO (ORD) 

ACOS/Research, MVAHCS 

Deputy ACOS/Research, MVAHCS 
IACUC Chair, MVAHCS 

VMO, MVAHCS 
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ATTACHMENT: REMEDIAL ACTION PLAN 


DISCLOSURE NOTICE 


This report may contain information which is subject to the provisions of the Privacy Act of 1974 (S U.S.C. 552a), the Privacy Rule of the Health 
Insurance Portability and Accountability Act (HIPAA — 45 C.F.R. Parts 160 and 164}, Title 38 U.S.C. Section 5701 which prohibits the unauthorized 
disclosure of the names and addresses of present and former members of the armed forces and their dependents from VA claimant records, Title 
38:U.S.C. Section 5705 which prohibits the unauthorized disclosure of VA medical quality assurance (QA) review records, and Title 38 U.S.C. 
Section 7332 which prohibits the unauthorized disclosure of VA claimant records relating to drug abuse, alcoholism or alcohol abuse, infection 
with the human immunodeficiency virus (HIV) or sickle cell anemia. Any information contained in this report that is subject to the statutes cited 
above may only be disclosed as authorized by thase statutes. Any unauthorized disclosure of confidential information is subject to the criminal 
penalty provisions of those statutes as described below: 
« Privacy Act (5 U.S.C. 552a} - Fine of up to $5,000; 

HIPAA Privacy Rule (45 C.F.R. Parts 160 and 164) - Fine of up to $50,000 and/or imprisonment of up to 1 year; 

38 U.S.C.5701 - Fine of up to $5,000 in the case of a first offense and up to $20,000 in the case of any subsequent offense; 

38 U.S.C.5705 - Fine of up to $5,000 in the case of a first offense and up to $20,000 in the case of any subsequent offense; 

38 U-S.C. 7332 - Fine of up to $5,000 in the case of a first offense and up ta $20,000 in the case of any subsequent offense. 
In addition to the statutory penalties listed above, VA employees whe knowingly and willfully violate these statutes may also be subject to 
administrative, disciplinary, or adverse actions. The Privacy Act/Freedom of information Act Officer for the organizational component or local 
facility wishing to disclose this report should be consulted to ensure that any disclosure made is authorized in accordance with the 
aforementioned statutes. Questions concerning disclosure of information in this report should be referred to: 


VHA FOIA Officer (10A7) 
810 Vermont Avenue, NW, Washington, DC 20420 
Telephone: (877) 461-5038 
vhafoia2@va.gov 
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ORO FOCUSED REVIEW REPORT 


Minneapolis VA Health Care System 
Minneapolis, Minnesota 


On-Site Review Dates: July 17-18, 2019 
Date of Report: October 2, 2019 


EXECUTIVE SUMMARY 


The Office of Research Oversight (ORO}, Veterans Health Administration (VHA), conducted an 
on-site Focused Review of the Animal Care and Use Program at the Minneapolis VA Health Care 
System (MVAHCS) on July 17 and 18, 2019. This review primarily evaluated research involving 
nonhuman primates {(NHPs) and related Institutional Animal Care and Use Committee (IACUC) 
operations. ORO identified several issues that will need to be remediated to come into 
compliance with applicable laws, regulations, and/or policies pertaining to the review, conduct 
and/or oversight of research. Of particular concern, ORO identified serious noncompliance that 
posed a risk to the well-being of the NHPs used in research at the facility. Specifically, ORO 
identified that NHPs were subjected to restricted water intake for longer than specified in the 
approved study protocol and monitoring of these animals for signs of dehydration was not 
performed as specified in the protocol. During the course of its review, ORO also made an 
incidental finding pertaining to activities involving commercial product testing involving the use 
of rabbits housed at the facility. Specifically, ORO identified that the facility’s IACUC served as 
the IACUC of record for a private company and that the facility’s I|ACUC and Research & 
Development Committee had approved as a VA research activity the quality control testing of 
the company’s commercial products in rabbits. However, VA IACUCs are prohibited from 
serving as the IACUC of record for a non-VA entity, and the approved quality control testing of 
commercial products in rabbits had no apparent relevance to VA’s mission. All identified 
noncompliance must be addressed in a Remedial Action Plan that will be monitored by ORO 
until satisfied. 


I. INTRODUCTION and REVIEW FOCUS 


The Office of Research Oversight (ORO), Veterans Health Administration (VHA), reports to the 
Under Secretary for Health and oversees Department of Veterans Affairs (VA) research program 
compliance with respect to human subject protections, laboratory animal welfare, research 
safety and laboratory security, research information security, and research misconduct. ORO is 
also responsible for conducting education programs for facility Research Compliance Officers 
{RCOs). 
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ORO conducts Focused Reviews to assist facilities in complying with VA and other Federal 
requirements for research, especially in areas that may be of special concern at individual 
facilities or across the VHA research system as a whole. ORO’s decision to conduct a Focused 
Review, and the scope of said review, are guided by: the size and/or complexity of a facility’s 
research portfolio; specific issues of concern identified by ORO in an earlier Combined Program 
Review (CPR) or through other mechanisms (e.g., Facility Director’s Certification, reports of 
noncompliance, etc.); known VHA-wide research compliance issues that might also be of 
relevance at a given facility; and/or other factors. 


ORO conducted an on-site, focused compliance review of the Animal Care and Use Program 
(ACUP) at Minneapolis VA Health Care System (MVAHCS) on July 17 and 18, 2019. In addition, 
teleconferences were held remotely with selected personnel on July 1-2 and 9-11, 2019. ORQ’s 
review at MVAHCS focused primarily on research involving nonhuman primates (NHPs) and 
related Institutional Animal Care and Use Committee (IACUC} operations; however, in response 
to information gathered during the course of the review, activities involving the use of rabbits 
were evaluated as well. 


Il. METHOD OF REVIEW 


ORO’s review of MVAHCS included individual and group interviews of facility leadership, 
research administrative staff, research oversight committee members and staff, investigators, 
and/or other personnel associated with the facility’s research compliance program (Appendix 
A). ORO’s review evaluated facility research policies, procedures, protocols, memoranda of 
understanding (MOUs), and related documentation. ORO also conducted a physical inspection 
of the NHP laboratory spaces and select portions of the Veterinary Medical Unit (VMU). 


Hf. FACILITY RESEARCH PROGRAM OVERVIEW 


MVAHCS is a complexity level 1a acute care research hospital and tertiary referral center 
academically affiliated with the It operates a research program 
involving human subjects, laboratory animals, and hazardous agents, with a research project 
(direct cost) budget of approximately $25.1 million in FY18,? of which approximately $10.2 
million was provided by the VHA Office of Research and Development (ORD). The Center for 
Veterans Research and Education provides a flexible funding mechanism for non-VA sponsored 
research at MVAHCS. 


At the time of ORO’s review, there was one active NHP research protocol conducted by a single 
principal investigator (PI) studying schizophrenia and one holding protocol covering care and 
use of NHPs when not assigned to a particular study. 


1The corresponding titles for protocols referenced by numerical identifiers in the Findings and Observations in this 
report are provided in Appendix B. 
2 Data from the facility's filed Research and Development information System (RDIS) report. 
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MVAHCS maintains its own Research and Development Committee (R&DC), IACUC, and 
Subcommittee on Research Safety (SRS). 


MVAHCS has executed an MOU with (Qo: collaborative animal research. On behalf of a 
company, the MVAHCS JACUC provided oversight of the company’s quality 
control testing of its commercial products using rabbits, an activity that was conducted in 
MVAHCS’ animal research facility. Further, MVAHCS maintained a contract with 

to provide services for rabbit housing, husbandry, and veterinary care. (See Finding #8 of 
this report.) 


MVAHCS has a current Public Health Service (PHS) Animal Welfare Assurance D16-00308 
(A3493-01) expiring May 31, 2022, on file with the National Institutes of Health — Office of 
Laboratory Animal Welfare (NIH-OLAW); holds full accreditation with the Association for the 
Assessment and Accreditation of Laboratory Animal Care, International (AAALAC; Unit No. VA- 
083); and is registered with the U.S. Department of Agriculture — Animal and Plant Health 
Inspection Service (USDA-APHIS; Registration No. 41-V-0001). 


ORO noted the following strength in the MVAHCS NHP research oversight program: The 
veterinary and technical staff members and the NHP laboratory manager were dedicated to 
ensuring the MVAHCS ACUP provided the NHPs with highly complex environmental 
enhancement to promote psychological well-being, meeting high standards for the NHPs | 
housed in the VMU. In particular, the commitment to ensuring a diverse enrichment program 
was evident not only from the complex enrichment enclosure (i.e., the “zoo”) and thoughtful 
rotation of manipulanda and food objects but also from the appearance, behavior, and health 
of the animals observed onsite. 


IV. FINDINGS, REFERENCES, and REQUIRED ACTIONS 


The following items describe findings of noncompliance identified in ORO’s review. Within 30 
days after receipt of this report, MVAHCS must complete the applicable sections of the 
attached Remedial Action Plan and submit it to ORO as instructed. The plan must include 
specific remedial actions and timely completion dates for each Finding, as indicated at VHA 
Handbook 1058.01 §5.c. 


1. Several instances of study protocol noncompliance occurred, and in some instances, 
the unapproved deviations from the protocol posed a potential risk to the well- 
being of NHPs used in research. 


Finding: 

Based on interviews and document review, ORO identified that actual research 
practices regarding water intake regulation and anesthetic/intraoperative procedures 
deviated from those described in approved protocols. It was further ascertained that 
facility personnel with oversight responsibilities were unaware of these significant 
protocol deviations. 
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Protocol No. 150402D (now closed) provided for periodic restriction of ad libiturn 

‘ water intake by the NHPs. During such periods, the protocol specified that animals 
receive a daily water ration of a minimum volume of 20 to 30 milliliters (mL) per 
kilogram (kg) body weight. In addition, each individual animal subjected to water 
intake regulation for research activities was to receive ad libitum water for 1 day 
every 7 days.? To assess for signs of dehydration, required monitoring procedures 
described in the protocol included measurement of urine specific gravity (USG) one to 
two times every 2 weeks and body weights at least once weekly. 


Interviews with the veterinarian and Laboratory Manager and review of animal 

medical and research records revealed: 

e NHP #10048 had no opportunities for ad libitum access to water between July 1, 
and September 3, 2017. No documentation was noted indicating that the animal 
met protocol criteria for an exception to ad libitum access. During this time, there 
were also at least 19 days where the minimum amount of daily fluid required by 
the protocol was not provided. 

e For this same animal, USG was measured on December 21, 2016, and not 
measured again until March 8, 2017, despite being subject to periodic water 
restriction during this time period. A similar lapse in protocol procedure (i.e., 
failure to measure USG) was noted between August 8, 2017, until return to full ad 
libitum water access on September 4, 2017. Thus, monitoring of USG to assess for 

| signs of dehydration, and corresponding animal well-being, was not conducted as 
required during periods of restricted water intake. 

e On August 2, 2017, after a period with no ad libitum access to water and multiple 
days where the minimum water volume was not provided, the measured USG for 
NHP #10048 was higher (a potential indication of dehydration) than the target 
range specified in the Animal Component of Research Protocol (ACORP). 
Although the protocol indicated that during periods of fluid regulation the 
veterinarian was to be kept informed of any deviation of the measurements from 
the normal values, no corresponding entry was found in study or veterinary 
medical records indicating that the veterinarian was consulted. Additionally, 
records did not indicate that the animal was provided additional water or water 
access in response to the indication of dehydration, and USG was not 
documented as being measured again until six days later. 


Protocol No. 170601 described procedures to ensure that animals received a daily 
water ration at a minimum volume of 20 mL per kilogram body weight. Required 
monitoring procedures described in the protocol included measuring USG periodically 
and body weights at least once weekly. 


3 The protocol provided for an exception to this requirement in the event of excessive drinking during the ad 
libitum period. 
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Interviews with the Pl and Laboratory Manager and review of animal medical and 
research records revealed: 


e NHP #06006 did not receive the minimum daily fluid intake on multiple occasions 
as documented on the animal training record. 


Between January 30 and March 7, 2016, actual fluid volume provided to the 
animal was 30 mL less than the required minimum on all 23 days with water 
restriction. 

Between April 4 and May 11, 2016, actual fluid volume provided to the animal 
was consistently 40 ml less than the required minimum and, in one instance, 
it was 66 mL less, during the 32 days when water was restricted. 


e The body weight of NHP #06006 was not documented on a weekly basis during 
training or testing periods as required in the approved protocol, including time 
spans between April 16 and May 8, 2016; August 26 and October 2, 2016; 
December 31, 2016, and January 19, 2017, and July 18 and August 4, 2017. 


A review of study, veterinary medical, and IACUC records for these time periods and 
interviews with key personnel revealed that these protocol deviations were not 
recognized via the facility’s continuing review activities or informal post-approval 
monitoring practices. Protocol deviations such as these have the potential to affect 
the well-being of these individual NHPs as ongoing unidentified noncompliance could 
increasingly impact hydration and health status over time. 


In addition, in several instances, actual anesthetic and intraoperative practices 
deviated from that described either in the approved ACORP or in MVAHCS Standard 
Operating Procedures (SOPs). Specifically: 


Protocol No. 170601 described administration of ketamine, or in some 
instances a combination of ketamine and xylazine, for select imaging 
procedures. Per the protocol, approximately halfway through the imaging 
procedure, depth of anesthesia was to be evaluated and augmented as 
necessary with approximately half the original dose of ketamine alone. 
Review of research records documenting anesthesia for these procedures 
revealed that additional doses (varying from % to % of the original dose) of 
both ketamine and xylazine were routinely provided two to three times 
following the initial dose. 

Also described in section C.2.c. of Protocol No. 170601 was the administration 
of ketamine alone for placement of additional hardware (i.e., a “halo”) 
following surgery #1. Medical records for NHP #037 documented use of a 
combination of ketamine and xylazine for this procedure on March 16, 2019. 
Intraoperative Monitoring Records maintained for Protocol No. 170601 
inconsistently documented the time of administration and the dose of 
preanesthetic and anesthetic drugs given to the animal, which was not 
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consistent with local policy. VMU Postoperative Care Records listed names of 
drugs without corresponding doses. Also, in at least one surgical procedure 
where records were maintained in multiple locations, discrepancies existed 
between the Intraoperative Monitoring Record and other research records; 
specifically, the records for implantation of chamber and head holding 
hardware onto NHP #06006 in January 2018 were inconsistent regarding time 
of administration of the intraoperative antibiotic cefazolin. 


Reference(s): 

NIH-OLAW Frequently Asked Question #B.9.%7 “The PHS Policy, Guide , and the 
USDA Animal Welfare Regulations presume that all ongoing animal activities have 
received the required prospective review and approval. An activity that has been 
undertaken without prior approval should be halted and subsequently reported ... 
because it constitutes serious noncompliance.” 


9 Cade of Federal Regulations {CFR) $2.31(d){1). “In order to approve proposed 
activities or proposed significant changes® in ongoing activities, the [ACUC shall 
conduct a review of those components of the activities related to the care and use of 
animals and determine that the proposed activities are in accordance with the 
{Animal Welfare Act and Regulations] unless acceptable justification for a departure is 
presented in writing....” : 


\ 


The Guide for the Care and Use of Laboratory Animals, Eighth Edition (The Guide), p. 
25.” “The [IACUC] is responsible for oversight and evaluation of the entire [Animal 
Care & Use] Program and its components ... [including] review and approval of 
proposed animal use (protocol review) and of proposed significant changes to animal 


a 


use.... 


Public Health Service Policy on Humane Care and Use of Laboratory Animals (PHS 
Policy) §1V.B.7. “As an agent of the institution, the IACUC shall ... review and 
approve, require modifications in {to secure approval), or withhold approval of 
proposed significant changes regarding the use of animals in ongoing activities...” 


y 


* Accessible at https://olaw.nih.gov/guidance/fags. 


5 Per VHA Handbook 1200.07§4.b{4), “[Alll VA facilities conducting animal research must comply with ... the PHS 
Policy ... [which includes by reference compliance with the] Guide for the Care and Use of Laboratory Animals....” 

§ See NIH-OLAW website on “Significant Changes to Animal Activities,” accessible at: 
https://olaw.nih.gov/euidance/significant-changes.htm, “In brief, significant changes include changes that have, or 
have the potential to have, a negative impact on animal welfare.... In addition, some activities that may nat have a 
direct impact on animal welfare are also considered to be significant...” 

7 VHA Handbook 1200.07 §4.b(4). “... [All VA facilities conducting animal research must comply with ... the PHS 
Policy. The PHS Policy includes the ... Guide for the Care and Use of Laboratory Animals (prepared by the National 
Research Council; henceforth called the Guide)...” 
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VHA Handbook 1200.07 Appendix E §2.a(2)({j). “The [ACCU [sic] is responsible for ... 
[e]Jnsuring there are procedures are [sic] in place for review and approval of 
significant changes to all protocols prior to initiation of changes.” 


The Guide, p. 31. “The animals [undergoing food or fluid regulation] should be 
closely monitored to ensure that food and fluid intake meets their nutritional 
needs.... Body weights should be recorded at least weekly and more often for 
animals requiring greater restrictions.... Written records should be maintained for 
each animal to document daily food and fluid consumption, hydration status, and any 
behavioral and clinical changes used as criteria for temporary or permanent removal 
of an animal from a protocol....” 


The Guide, p. 122. “Agents that provide anesthesia and analgesia must ... [have] their 
use recorded.” 


MVAHCS-VMU-OPR-201f Preoperative, Intraoperative Monitoring, and 
Postoperative Care of Non-Rodents, §6.15. “Administer preanesthetic agents as 
indicated in the IACUC-approved protocol and document the drug, the dose and time 

, given on the animal's VMU Postoperative Care Record, as well as on the 
Intraoperative Monitoring Record.” 


MVAHCS-VMU-OPR-201f Preoperative, Intraoperative Monitoring, and 
Postoperative Care of Non-Rodents, §6.16. “Administer the anesthetic agent as 
indicated in the protocol and document the drug, the dose and the time of 
administration on the animal's VMU Postoperative Care Record, as well as on the 
Intraoperative Monitoring Record.” 


MVAHCS-VMU-OPR-201f Preoperative, Intraoperative Monitoring, and 
Postoperative Care of Non-Rodents, §6.20.1.3. “[Complete the VMU Postoperative 
Care Record and Medical Records forms....] [s]pecify[ing}] the name and dose of all 
drugs administered before or during surgery.” 


VHA Directive 1200.02 §14.a{9). “VA Investigators ... [s]pecific responsibilities 
include ... [a]ssuming full responsibility for all aspects in conducting the research.” 


Required Action 1: 

The [ACUC and Principal Investigator for the remaining, active NHP research protocol 
must ensure that research is conducted in accordance with the approved protocol 
and that any proposed modifications to animal research protocols are approved prior 
to implementation. 


2. The preparation and maintenance of a nonpharmaceutical grade compound 
administered to NHPs was neither adequately described in the approved protocol 
nor performed in a compliant manner. 
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Finding: 

Protocol No. 170601 described use of nonpharmaceutical grade phencyclidine (PCP) 
to be administered to NHPs via intramuscular injection for research purposes. 
Preparation as described in the approved protocol included dilution in sterile saline 
and filtration prior to injection; however, no information regarding stability (to ensure 
the compound would work as expected for the protocol) and sterility (to protect the 
welfare of the animals) of solutions maintained for extensive periods of time was 
included. Interviews with key personnel indicated that vials currently stored in the 
laboratory containing the PCP solution were mixed under aseptic conditions in July 
2018 and were retained for future use as needed; however, vials were not labeled 
with an expiration date despite the fact that personnel were uncertain how long the 
contents could be safely utilized. The protocol also did not address other 
considerations pertaining to the diluting of the PCP in the saline solution, such as 
changes in pH, pyrogenicity, and osmolality, which could impact the welfare of the 
animals when the solution was administered. 


Reference(s): 

The Guide, p. 31. “The use of pharmaceutical-grade chemicals and other substances 
ensures that toxic or unwanted side effects are not introduced into studies conducted 
with experimental animals.... The use of non-pharmaceutical-grade chemicals or 
substances should be described and justified in the animal use protocol and be 
approved by the IACUC.... In such instances, consideration should be given to the 
grade, purity, sterility, pH, pyrogenicity, osmolality, stability, site and route of 
administration, formulation, compatibility, and pharmacokinetics of the chemical or 
substance to be administered, as well as animal welfare and scientific issues relating 
to its use....” 


NIH-OLAW Frequently Asked Question #F.4.° “The IACUC is responsible for 
evaluating the potential adverse consequences of non-pharmaceutical-grade 
substances when used for research. In making its evaluation, the IACUC may consider 
factors including, for example: grade, purity, sterility, acid-base balance, 
pyrogenicity, osmolality, stability, site and route of administration, compatibility of 
components, side effects and adverse reactions, storage, and pharmacokinetics.” 


Instructions for Completion of the ACORP Appendix 3, Biosafety (Version 4).° 
“OLAW requires that only pharmaceutical grade compounds be administered to 
animals unless the use of non-pharmaceutical grade compounds is justified by 
scientific necessity and the lack of availability of an acceptable veterinary or human 
pharmaceutical grade compound (OLAW FAQs, F.4).... Mark with a * each material, 
diluent, or vehicle to be administered to the animals on this protocol that is not 


® Accessible at https: olaw.nih.gov/guidance/faas. 
3 Accessible at https://www.research.va.gov/programs/animal_research/documents.cfm#docs-c. 
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pharmaceutical grade. For each of these, provide the justification for using a non- 
pharmaceutical grade compound, and describe how it will be ensured that the grade, 
purity, sterility, pH, pyrogenicity, osmolality, stability, formulation, and 
pharmacokinetics of the material will be suitable for use in the animals....” 


See also, AAALAC FAQ C.9, Non-Pharmaceutical-Grade Compounds.?" “The method 
of preparation, labeling (i.e., preparation and use-by dates), administration and 
storage of formulations should be appropriately considered with the aim of 
maintaining their stability and quality (i.e., to prevent inadvertent co-administration 
of infectious agents or contaminants).” 


Required Action 2: 
The IACUC must ensure that the use of nonpharmaceutical grade compounds is 
adequately described in protocols, including in the protocol identified in this Finding. 


3. In one instance, a significant change to an NHP ACORP was approved bya 
noncompliant methad. 


Finding: 

As documented in the September 2017 IACUC meeting minutes, the IACUC approved 
by an administrative process the addition of an injection of a nontoxic dye during a 
terminal procedure prior to euthanasia of the NHPs on Protocol No. 150402D. This 
addition of a new substance to the procedure for use in animals constituted a 
significant change to the protocol, and the IACUC had not established a policy that 
would have allowed this change to have been approved administratively. 14 
Consequently, this significant change should have been approved via full committee 
review (FCR) or designated member review (DMR). 


Reference(s): 

9 CFR §2.31(d){1). “In order to approve proposed activities or proposed significant 
changes in ongoing activities, the IACUC shall conduct a review of those components 
of the activities related to the care and use of animals and determine that the 
proposed activities are in accordance with the [Animal Welfare Act and Regulations] 
unless acceptable justification for a departure is presented in writing....” 


PHS Policy §1V.C.1. “In order to approve ... proposed significant changes in ongoing 
research projects, the IACUC shall conduct a review of those components related to 
the care and use of animals and determine that the proposed research projects are in 
accordance with this [PHS] Policy.” 


10 Accessible at https://aaalac.org/accreditation/faq_landing.cfm#B9. 


11 See NIH-OLAW website on “Significant Changes to Animal Activities,” accessible at: 


https://olaw.nih.gov/guidance/significant-changes.htm. 
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4. 


Required Action 3: 

The IACUC must ensure that significant changes are approved by either DMR or FCR 
unless the IACUC develops and approves an SOP detailing the use of Veterinary 
Verification and Consultation (VVC) for certain types of significant changes as 
described in OLAW guidance. 


The IACUC did not consistently ensure that different protocol sections contained 
clear, congruent information. 


Finding: 

Review of JACUC approved protocols revealed that some protocols contained unclear, ) 

incongruent information. Specific examples from Protocol No. 150402D, involving 

NHPs, included: 

® Section C.2.c. and Appendix 3 indicated that ketamine would be given at a dose of 
5-10 mg/kg for dural scraping and minor procedures (which would include dural 
scraping), respectively. Section J indicated that ketamine would be given at a 
dose of 2-10 mg/kg for the same procedure. 34 

e Appendix 6, regarding special husbandry and procedures, indicated that ketamine | 
would be given at a dose of 1.5 mg/kg for electromyographic (EMG} recordings. | 
However, Appendix 3 indicated that ketamine would be used at a dase of 5-10 | 
mg/kg for minor procedures, which would include EMG recordings. 

e Appendix 3 indicated that buprenorphine would be given at a dose of 0.005-0.02 
mg/kg IM or IV twice per day up to 3 days post-operatively. Appendix 5 Section 
7.c. indicated that buprenorphine would be given at a dose of 0.01-0.05 mg/kg at 
the same frequency. 


Reference(s): 

The Guide, pp. 25-26. “The following topics should be considered in the preparation 
of the protocol by the researcher and its review by the IACUC: ... a clear and concise 
sequential description of the procedures involving the use of animals ...; [and] 
appropriate sedation, analgesia, and anesthesia....” 


VHA Handbook 1200.07, App. D, $1.z(1}(e). “The information provided in [an] ACORP 
must be complete and accurate.” 


Required Action 4: 
The IACUC must ensure procedures described in approved protocols are clear and 
consistent between different sections. 


The IACUC failed to conduct timely annual reviews of at least three protocols, 
resulting in lapsed approvals. 


® Ketamine is typically dosed at 10 mg/kg for macaques, and a dose of 2 mg/kg (or lower) creates potential risk of 
the animal waking up during experimental procedures. 
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Finding: 

Review of IACUC approved protocols and interviews with key personnel revealed at 

least three lapses in annual approval of protocols involving USDA regulated species. 

Specifically: 

e Protocol No. 140702 (renumbered as Protocol No. 170601), involving NHPs, was 
initially approved on August 8, 2014. The first annual/continuing review was 
completed on June 24, 2015; however, the second annual/continuing review was 
not completed until July 21, 2016, resulting in a lapse of approximately one 
month. 

e Protocol No. 150402D (now closed), involving NHPs, was initially approved on 
May 12, 2015. The first annual/continuing review was completed on March 28, 
2016; however, the second annual/continuing review was not completed until 
April 27, 2016, resulting in a lapse of approximately one month. 

e Further, Protocol No. 150601, involving rabbits used for testing procedures, 
received annual/continuing review on May 18, 2017, via FCR. The protocol then 
did not receive subsequent review and approval until June 13, 2018, resulting in 
lapse of approximately one month. 


Reference(s): 

9 CFR §2.31(d)}(5). “The IACUC shall conduct continuing reviews of activities ... at 
appropriate intervals as determined by the IACUC, but not less than annually” 
(emphasis added). 78 


VHA Handbook 1200.07 §8.g(1). “First and Second Annual Review of Protocols. The 
IACUC must review the conduct of all animal protocols annually.” 

Required Action 5: 

The IACUC must ensure required annual protocol reviews are conducted in a timely 
manner. 


6. Overheat tests in the VMU were not conducted in a manner compliant with VHA 
policy. 


Finding: 
Interviews with key personnel revealed that environmental overheat tests in the 
VMU were conducted on a regular basis; however, the VMU staff overheating the 


2 Per the VHA Office of Research & Development guidance document Regulatory Requirements Regarding IACUC 
Annual Continuing Protocol Reviews {accessible at https://www.research.va.gov/programs/animal_research/): 
“Recent guidance from USDA APHIS has clarified that continuing reviews are considered compliant if they are 
completed within the anniversary month of the most recent previous approval or completion of a continuing 
review... [FJailure to complete the annual continuing review in time is considered non-compliance with 9 CFR 
§2.31(d)(5) of the USDA Animal Welfare Act Regulations (AWAR).” 
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sensor contacted facilities management staff upon receipt of automated notification 
of temperature deviations rather than waiting for facilities management personnel to 
respond. Thus, this action compromised the intended ability of the test to 
adequately assess for facilities management personnel to detect and respond to the 
alert (a capability that would be of particular importance in the event that an actual 
overheat incident were to occur during a time when VMU staff were not in the VMU). 


Reference{s): : 

VHA Handbook 1200.07 $7.a(2)(c). “To test the ability of facilities management 
personnel to properly detect and respond to elevations in animal room temperatures, 
at least once every fiscal year research personnel must purposely overheat a 
temperature sensor (e.g., with a hair dryer, with input from facilities management 
personnel) in at least one animal room in each animal research facility without 
notifying engineering or facilities management personnel in advance. The response 
must be carefully noted, and reported to the [ACUC by VMU staff at the next 
convened IACUC meeting. 1. The [ACUC must decide if the response to the excessive 
temperature was timely and adequate. If the response is not deemed timely or 
adequate, corrective action must be taken immediately by the medical facility to 
ensure a proper emergency response. 2. Unannounced repeat tests must be 
conducted monthly until the IACUC approves the adequacy of the response. The 
IACUC minutes must reflect all reviews of testing” (emphasis added). 


Required Action 6: 
VMU overheat tests must be conducted as described in VHA policy. 


Some sanitation practices for USDA regulated species were not compliant. 


Finding: 

Sanitized rabbit enclosures contained organic material from previous use. Enclosures 
used to house rabbits were not effectively cleaned before being sanitized in 
preparation for the introduction of new rabbits. Inspection of the rabbit housing 
room revealed that leftover hay pieces were evident in multiple sanitized cages on 
two different housing racks. Interviews with key personnel revealed that these racks 
were considered ready for use upon receipt of new animals. Failure to remove all 
organic material can compramise the ability to achieve effective sanitization. 


Reference(s): 

9 CFR §§3.56(a)(1)&(b}(2). “Cleaning of primary enclosures. Primary enclosures shall 
be kept reasonably free of ... debris by periodic cleaning.... Prior to the introduction 
of rabbits into empty primary enclosures previously occupied, such enclosures shall 
be sanitized...” 


Required Action 7: 
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- Rabbit housing enclosures must be thoroughly cleaned prior to sanitization 
procedures. 


8. The MVAHCS IACUC served as the IACUC of record for a private company, and, 
together with the MVAHCS R&DC, approved as VA research the quality control 
testing of the company’s commercial products on rabbits housed in the MVAHCS 
VMU. Correspondingly, MVAHCS resources intended to support VA research were 
directed toward commercial product testing on behalf of a company, an activity 
that was not consistent with VA’s mission. 


Finding: 
Document review and interviews with key personnel incidentally revealed that the 
MVAHCS Research Service had established a contract with a private compary, 
(ORG. to provide services in support of quality control testing of the company’s 
commercial products in rabbits. Services listed on the contract included, but were 
not limited to, MVAHCS provision of housing, husbandry, veterinary care, and 
postoperative monitoring of the rabbits. It was further ascertained that the MVAHCS 
IACUC and R&DC reviewed and approved as a VA research activity “ the testing in 
rabbits of newly produced lots of the company’s commercial surgical products using 
the U.S. Food and Drug Administration’s (FDA) Current Good Manufacturing Practices 
(CGMP).* As such, the MVAHCS IACUC served as the IACUC of record for anon-VA 
institution, in violation of VHA policy. Moreover, it was not evident from interviews 
with VA facility personnel and a review of the approved ACORP, which described the 
product testing in the rabbits, that the research activity was consistent with or 
supported VA’s mission, including VHA’s research mission. © 27 


It was further noted that none of the personnel listed in the approved ACORP by 
these committees were VA Investigators, as none had VA appointments as full, part- 
time employees, or without compensation (WOC) employees, and none of the 


* Per VHA Handbook 1200.07 §3.d, “Animal research ... refers to any use of laboratory animals in research, 
tasting, or training.” 

*° CGMP refers to the Current Good Manufacturing Practice regulations enforced by the FDA and to assure proper 
design, monitoring, and control of manufacturing processes and facilities. Adherence to the CGMP regulations 
assures the identity, strength, quality, and purity of drug products by requiring that manufacturers of medications 
suecuarey control manufacturing operations. For more information see 


cemps 

6 Per VHA Directive 1200 §2.b. “The mission of the R&D program is to discover knowledge and create innovations 
that advance health care for Veterans and the Nation.” 

1 Per the VHA Office of Research & Development website (httos://www.research.va.gov/about/default.cfm): “The 
mission of VA Research is fourfold: to improve Veterans' health and well-being via basic, translational, clinical, 
health services, and rehabilitative research; to apply scientific knowledge to develop effective individualized care 
solutions for Veterans; to attract, train, and retain the highest-caliber investigators, and nurture their development 
as leaders in their fields; and to assure a culture of professionalism, collaboration, accountability, and the highest 
regard for research volunteers’ safety and privacy.” 
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individuals were appointed or detailed to VA under the Intergovernmental Personnel 
Act (IPA). 


Reference(s): 
VHA Handbook 1200.07 §8. “The VA IACUC may not serve as the IACUC of record for 
any non-VA institution.” 


VHA Directive 1200.01 §5.h(4). “The R&D Committee is responsible for ... [e]nsuring 
that all research in which the facility is engaged is consistent with the VA mission and 
complies with all applicable statutory and regulatory requirements.” 


VHA Directive 1200.01 §9.b(3). “The R&D Committee may disapprove a study even if 
approved by all subcommittees. The disapproval may be based on such issues as 
inadequate qualifications of the investigator(s) [and] insufficient relevance to the VA's 
mission....” 


VHA Directive 1200.02 §11.2(4). “Other responsibilities of the VA medical facility 
Director include ... [e]nsuring that Investigators meet the requirements of paragraph 
14 in [Directive 1200.02, which requires per paragraph 14.a(5) that ‘all research 
proposals, from any source, support VHA’s mission’].” 


VHA Directive 1200 §4.c{11). “The VA medical facility Director is responsible for ... 
[e]nsuring that VA investigators and research team members have been officially 
appointed as paid employees, without compensation employees (WOC) employees, 
or either appointed or detailed through the authority of the Intergovernmental 
Personnel Act (IPA).” 


Required Action 8: 

The MVAHCS IACUC must cease serving as the IACUC of record for this non-VA entity. 
Additionally, the R&DC and VA facility Director must reassess whether the quality 
control testing of commercial products in rabbits supports VA’s mission. 


Physical Security of (()x(s)) which contained the VMU, did not meet 
appropriate security standards as determined by the Police Service, and an action 
plan to remediate the security issues had not been developed. 


Finding: 

A review of the 2019 annual physical security survey completed by the Police Service 
revealed several long-standing findings, including deficiencies related to VMU 
windows, doors, and room access; lack of a motion detection system; lack of 
perimeter barriers; and exterior access points not being in compliance with VA 
Handbook 0730/4, Security and Law Enforcement. SRS meeting minutes for the 
March 2019 meeting documented discussion of this survey and acknowledged the 
repeat nature of the findings. The SRS minutes indicated that facility remodeling was 
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expected in fiscal year 2021 or 2022; however, no action plan was developed to 
remediate the security risks or to mitigate the risks in the intervening period. 


Reference(s): 

VHA Directive 1200.08 §5.n(7). “The SRS is responsible for managing implementation 
of the [Research Safety and Security Program], which includes: ... Reviewing the 

| results of all research laboratory and safety-related inspections (e.g., Environment of 

| Care, Annual Workplace Evaluations, Security Vulnerability Assessments, inspections 
by regulatory bodies, etc.} and ensuring the implementation and completion of 
corrective actions, as appropriate.” 


VHA Directive 1200.08 §8. “Access to VA research laboratories must be controlled at 
all times. Physical security of all VA research areas must meet appropriate standards 
determined by the facility police service (see VA Directive 0730, and VA Handbook 
0730/4), applicable regulatory agencies (e.g., [Centers for Disease Control and 
Prevention (CDC)], APHIS, [Nuclear Regulatory Commission (NRC}]), and cognizant VA 
oversight offices (e.g., radiation or nuclear medicine offices).” 


VHA Handbook 1200.07 $7.3. “Measures must be implemented to exclude the entry 
of unauthorized personnel into the animal research facility.” 


VHA Handbook 0730/4, Appendix B, §8.c. “Results of each [physical security] survey 
will be routed through the VA facility director to the service chief with responsibility 
for the protected space. An action plan for mitigation of security risks will be sent by 
the responsible service chief to the VA chief of police.” 


Required Action 9: 

The Research Service must ensure that the physical security of all VA research areas 
meets appropriate standards as determined by the facility's Police Service and when 
deficiencies are identified, that an action plan for mitigation of security risks is 
developed. 


10. Inone instance, IACUC meeting minutes did not identify members who were 
recused from voting on actions for which they had a conflict of interest, making it 
unclear if conflicts of interest were recognized and appropriately managed. 


Finding: 

In one instance, noted in the April 2019 [ACUC meeting minutes, the name of the 
IACUC member recused from the vote on Protocol No. 170301 was not listed. In 
addition, current formatting of the minutes combined numbers of members who 
were recused or abstained into a single category making it unclear whether these 
members still counted towards meeting quorum. 


Reference(s): 
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9 CFR §2.31(d)}{2). “IACUC review of activities involving animals.... No member may 
participate in the [ACUC review or approval of an activity in which that member has a 
conflicting interest (e.g., is personally involved in the activity), except to provide 
information requested by the IACUC, nor may a member who has a conflicting 
interest contribute to the constitution of a quorum...” 


PHS Policy §1V.C.2. “No member may participate in the IACUC review or approval of 
a research project in which the member has a conflicting interest (e.g., is personally 
involved in the project) except to provide information requested by the JACUC; nor 
may a member who has a conflicting interest contribute to the constitution of a 
quorum.” 


VHA Handbook 1200.07 §8.e(2). “Avoiding Conflicts of Interest in IACUC Reviews... 
Both the USDA AWA (see 9 CFR §2,31(d)(2)) and PHS Policy (IV.C.2) stipulate that no 


JACUC member may participate in the IACUC review, or in the approval of a research 
project in which the member is personally involved in the project, except to provide 
information requested by the IACUC.... The IACUC is responsible for ensuring that the 
protocol review process is not compromised by conflicts of interest arising from 
members participating in animal research reviewed by the [ACUC.” 


VHA Handbook 1200.07 §8.h{1)}(i). “The [[ACUC meeting] minutes must note which 
members recused themselves for which project(s) to prevent conflicts of interest.” 


Required Action 10: 

The IACUC must ensure that potential conflicts of interest are recognized and 
appropriately managed, including noting in the meeting minutes which members 
recuse themselves from votes on activities for which they have a conflict of interest. 


11. Additional animal care and use concerns were identified during facility inspections. 


Finding: 
The nature and location of regulatory and policy deficiencies identified during facility 
inspections are provided in Appendix C. 


Reference(s): 
Relevant regulatory citations are provided in Appendix C. 


Required Action 11: 
The IJACUC or other appropriate subcommittee must ensure deficiencies identified 
during facility inspections, as listed in Appendix C, are appropriately remediated. 


V. ADDITIONAL OBSERVATIONS 
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ORO provides the following observations to assist the facility in further enhancing its research 
oversight program. The facility should evaluate the potential value of each relative to the 
particular needs of its own program. 


1. Observation: 
The Research Service should consider developing an SOP for cleaning and disinfecting 
human radiology equipment in patient care areas following NHP scans in order to 
prevent cross contamination between humans and NHPs. Interviews with key 
personnel revealed that current practices include both use of a barrier between the 
NHP and the scanning bed and use of disinfecting wipes available in each imaging suite 
following scans. This SOP should align with or be more stringent than any SOPs in 
place for disinfection between consecutive human patients. 


Reference(s): 

The Guide, pp. 146-147. “In vivo imaging offers noninvasive methods for evaluating 
structure and function at the level of the whole animal, tissue, or cell, and allows for 
the sequential study of temporal events.... Consideration should be given to the 
location of the imaging resource. Whether located in the animal facility or ina 
separate location, cross contamination between groups of animals, different animal 
species, or between animals and humans (if the device is used for both animal and 
human subjects) is possible because these devices may be difficult to sanitize....” 


INSTRUCTIONS FOR COMPLETION OF THE ACORP APPENDIX 7 — USE OF PATIENT 
CARE EQUIPMENT AND/OR AREAS FOR ANIMAL STUDIES (ACORP APP. 7 
INSTRUCTIONS) VERSION 4.78 “Describe the specific protocol to be followed to 
prevent contamination of the human patient care room surfaces by animal feces, 
urine, saliva, blood, or other body fluids, and for any cleaning/sanitizing necessary 
before subsequent use of the room for human patients. The procedures used should 
be at least as thorough as the procedures established by the clinical facility for cleaning 
and sanitizing the room between human patients” (emphasis added). 


2. Observation: 
The IACUC should consider the potential value of implementing a more formalized 
post-approval monitoring (PAM) program. While a variety of mechanisms may be 
used, the current, informal approach to PAM at MVAHCS may be inadequate as study 
noncompliance findings described in this report may have been identified by facility 
personnel had a more robust program (potentially including unannounced laboratory 
visits or periodic reviews of medical, surgical, and experimental records) been in place. 


Reference(s): 


18 Accessible at https://www.research.va.gov/programs/animal_research/documents.cfm#docs-c. 
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The Guide, pp. 33-34. “PAM helps ensure the well-being of the animals and may also 
provide opportunities to refine research procedures. Methods include continuing 
protocol review; laboratory inspections (conducted either during regular facilities 
inspections or separately); veterinary or IACUC observation of selected procedures; 
observation of animals by animal care, veterinary, and [ACUC staff and members; and 
external regulatory inspections and assessments.” 


Observation: 

The IACUC should consider implementing a more formalized process to track individual 
animals that have undergone a survival major operative procedure. In document 
review, ORO noted at least one transfer of an NHP between two protocols, both of 
which described major operative procedures. Interviews with key personnel revealed 
that, while no repeat major operative procedures had occurred, this determination 
took place informally by checking medical and research records as well as by personal 
knowledge of the individual animal. A more formalized process would ensure 
continued compliance and be less reliant on the memories of personnel. 


Reference(s): 

9 CFR §2.31(d){1}{x). “No animal will be used in more than one major operative 
procedure from which it is allowed to recover, unless: (A) Justified for scientific 
reasons by the principal investigator, in writing; (B) Required as routine veterinary 
procedure or to protect the health or well-being of the animal as determined by the 
attending veterinarian; or (C) In other special circumstances as determined by the 
[USDA APHIS] Administrator on an individual basis.” 


The Guide, p. 30. “Conservation of scarce animal resources may justify the conduct of 
multiple major surgeries on a single animal, but the application of such a practice ona 
single animal used in separate protocols is discouraged and should be reviewed 
critically by the IACUC. When applicable, the [Institutional Official (10)} must submit a 
request to the USDA/APHIS and receive approval in order to allow a regulated animal 
to undergo multiple major survival surgical procedures in separate unrelated research 
protocols....” 


Observation: 

Investigators, together with the VMOs and IACUC, should reconsider current practices 
regarding clinical assessment of sedated NHPs during imaging procedures, which 
involved scanning time lengths of approximately 30 to 60 minutes. Monitoring of 
NHPs sedated by means of injectable anesthetics for imaging procedures on Protocol 
No. 170601 included periodic checks of respiratory rate and reflex response between 
scans as confirmed via interviews with key personnel; however, no additional real-time 
monitoring of vital parameters was performed while NHPs were undergoing scans (to 
alert personnel to the NHPs regaining of consciousness or signs of distress). The 
development of a more rigorous monitoring program for sedated animals during 
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imaging procedures would increase animal welfare and ensure careful handling of 
animals. 


Reference(s): 

9 CFR §2.38(f}(1). “Handling of all animals shall be done as expeditiously and carefully 
as possible in a manner that does not cause trauma, overheating, excessive cooling, 
behavioral stress, physical harm, or unnecessary discomfort.” 


VI. CONCLUSIONS 

ORO identified issues that will need to be remediated to come into compliance with applicable 
laws, regulations, and/or policies pertaining to the review, conduct and/or oversight of 
research. Of particular concern, ORO identified serious noncompliance that posed a risk to the 
well-being of the NHPs used in research at the facility. Specifically, ORO identified that NHPs © 
were subjected to restricted water intake for longer than specified in the approved study 
protocol, and monitoring of these animals for signs of dehydration was not performed as 
specified in the protocol. During the course of its review, ORO also made an incidental finding 
pertaining to activities involving commercial product testing involving the use of rabbits housed 
at the facility. Specifically, ORO identified that the facility's IACUC served as the JACUC of 
record for a private company, and that the facility’s IACUC and Research & Development 
Committee had approved as a VA research activity the quality control testing of the company’s 
commercial products in rabbits. However, VA IACUCs are prohibited from serving as the IACUC 
of record fora non-VA entity, and the approved quality control testing of commercial products 
in rabbits had no apparent relevance to VA’s mission, All identified noncompliance must be 
addressed in a Remedial Action Plan that will be monitored by ORO until satisfied. 
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APPENDIX A 
ORO REVIEW TEAM and FACILITY REPRESENTATIVES 
: 
ORO On-Site Roview Te : : 
(b) (6) Animal Care and Use (ACU) review team lead 
(b) (6) (5) (6) 
Facility Representatives: 
Patrick Kelly Medical Center Director } 
Hatna Bloomfield, MD Associate Chief of Staff (ACOS) for Research 
(b) (6) (b) (6) 
(b) (6) (b) (6) 
Matthew Rassette, DVM, DACLAM Veterinary Medical Officer (VMO), Attending Veterinarian | 
(b) (6) | 
(b) (6) b} (6) 
Jareen Trembley, PhD Institutional Animal Care and Use Committee (I[ACUC), 
Craipe’son | 
(b) (6) b) (6) | 
b) (6) b) (6) | 
I) 
(b) (6) | 
! 
q 
3 
| 
| 
| 
} 
| 
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APPENDIX B 
TITLES OF RESEARCH PROTOCOLS CITED IN FINDINGS AND OBSERVATIONS* 


* This appendix captures information for only those protocols that are referenced in a Finding or Observation in 
this report. The protocols listed below were reviewed either in their entirety or for select section(s) applicable to a 
specific issue/concern. 


® 150402D Decoding of Force from Neural Signals in Motor Cortex 

e 150601 A Comparative Vitreous Replacement Study in the Rabbit Model 

® 170301 Investigation into Targeting CK2 in Melanoma 

e 170601 (previously Cellular and Synaptic Basis of Cognitive Function in Prefrontal 
140702) Cortical Networks; Characterizing Thalamocortical Prefrontal 


Network Dynamics Underlying Cognitive Control in a Model of 
Schizophrenia 
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APPENDIX C 
AREAS INSPECTED WITH ASSOCIATED FINDINGS/OBSERVATIONS 


Finding (F} / Observation (O) 
(F) Expired antibiotic present: injectable cefazolin 
(subsequent to reconstitution). 


Notes/References 
9 Code of Federal 
Regulations {CFR) 


§2.33(b){2). 
(F) Expired veterinary medical supplies: 


intravenous catheters (expired 05/31/2019). 
(b) (8) (F) Arazor available for surgical preparation was 
soiled with hair and other materials. 
(b) (6) (F) An electrical panel was partially blocked by a 
storage cabinet. 


(F) Expired analgesic present: injectable 9 CFR §2.33(b)(2); The 
meloxicam (expired 01/2019). Guide for the Care and 

Use of Laboratory Animals, 
8th Edition, p. 122; VHA 
Handbook 1200.07 §7.f(4). 
29 CFR §1910.132(a). 


(F) Personal protective equipment was in 
disrepair: leather gloves provided for use to 
prevent bite/scratch injuries when handling 
nonhuman primates (NHP) were damaged with 
hole present on thumb of left glove 
(b) (6) (F) Egress from the NHP housing room required 
. specialized knowledge (use of a latch to exit the 
room). 


29 CFR 1910.36(d)(1); 
National Fire Protection 
Association (NFPA})' 101°- 
The Life Safety Code® 
7.2.1.5.3. 
American National 
Standards Institute, Inc. 
(ANSI) Z358.1-2014 §5.5.2; 
VHA Directive 7704(1) 
Appendix 064. 
1 VHA Fire Protection Design Manual, Office of Safety, Health, and Environmental Compliance (. 10NA8) §2.3.B. 
“VA has adopted the National Fire Codes (NFC) published by the National Fire Protection Association (NFPA)....” 


(F) A plumbed eyewash was last flushed in June of 
2016. 
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Minneapolis VA Health Care System OFFICE OF RESEARCH OVERSIGHT 


REMEDIAL ACTION PLAN 
“~ 

ORO is providing a separate MSWord version of the Table below for the Facility to record 
proposed remedial steps for each Required Action specified in ORO’s Report, with projected 
dates of completion. Please return to ORO the MSWord version of the table with the Facility 
portion completed, by the method and date specified in ORO’s communication transmitting this 
Report. For completion of a Required Action, please provide relevant supporting documents 
(e.g., meeting minutes, work orders) to verify completion. For document revision submissions, 


please highlight the revisions. 


Please provide a specific justification for any remedial action completion date projected to 
extend beyond the timeline set forth in VHA Handbook 1058.01 §5.c: 


The VA facility Director must ensure timely implementation of remedial actions in response to identified 
noncompliance or as otherwise found warranted by ORO. 

(1) Except where remediation requires substantial renovation or fiscal expenditure, hiring, legal 
negotiations, or other extenuating circumstances, remedial actions must be completed within 120 
calendar days after any determination of noncompliance. 

(2) Where remedial actions cannot be completed in 120 calendar days, the VA facility Director must 
provide ORO with an acceptable written justification and an acceptable timeline for completion. 


Deadline for completion of Required Actions: January 30, 2020 


Animal Care and Use. ORO Case Number: 618-0103-A 
Required Action 1: The |ACUC and Principal Investigator for the remaining, active NHP research 
protocol must ensure that research is conducted in accordance with the approved protocol} and that any 
proposed modifications to animal research protocols are approved prior to implementation. 
Facility Response ORO Comments 
[ORO comments will be inserted here] 


Response #1 ([DATE of response submission] } 
Facility Action: [TEXT] 


Proposed Completion Date: [DATE] 
Required Action 2: The [ACUC must ensure that the use of nonpharmaceutical grade compounds is 
adequately described in protocols, including in the protocol identified in this Finding. 
Facility Response ORO Comments 
[ORO comments will be inserted here] 


Response #1 ([DATE of response submission] ) 
Facility Action: [TEXT] 


Proposed Completion Date: [DATE] 
Required Action 3: The IACUC must ensure that significant changes are approved by either DMR or FCR 
unless the IACUC develops and approves an SOP detailing the use of Veterinary Verification and 

Consultation (VVC) for certain types of significant changes as described in OLW guidance. 
Facility Response ORO Comments 
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{ORO comments will be inserted here] 


Response #1 ([DATE of response submission] } 
Facility Action: [TEXT] 


Proposed Completion Date: [DATE] 
Required Action 4: The I[ACUC must ensure procedures described in approved protocols are clear and 
consistent between different sections. 


Facility Response ORO Comments 


[ORO comments will be inserted here] 


Response #1 ([DATE of response submission] ) 
Facility Action: [TEXT] 


Proposed Completion Date: [DATE] 
Required Action 5: The [ACUC must ensure required annual protocol reviews are conducted in a timely 
manner. 


Facility Response ORO Comments 


{ORO comments will be inserted here] 


Response #1 ([DATE of response submission] ) 
Facility Action: [TEXT] 


Response #1 ([DATE of response submission] ) 
Facility Action: [TEXT] 


[ORO comments will be inserted here] 


Response #1 ([DATE of response submission] ) 
Facility Action: [TEXT] 


Proposed Completion Date: [DATE] 
Required Action 8: The MVAHCS IACUC must cease serving as the IACUC of record for this non-VA 
entity. Additionally, the R&DC and VA facility Director must reassess whether the quality control testing 
of commercial products in rabbits supports VA's mission. 


Facility Response ORO Comments 


[ORO comments will be inserted here] 


Response #1 ([DATE of response submission] ) 
Facility Action: [TEXT] 


Proposed Completion Date: [DATE] 
Required Action 9: The Research Service must ensure that the physical security of all VA research areas 
meets appropriate standards as determined by the facility's Police Service and when deficiencies are 

identified, that an action plan for mitigation of security risks is developed. 
Facility Response ORO Comments 
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Response #1 ([DATE of response submission] ) [ORO comments will be inserted here] 


Facility Action: [TEXT] 


Proposed Completion Date: [DATE] 
Required Action 10: The IACUC must ensure that potential conflicts of interest are recognized and 
appropriately managed, including noting in the meeting minutes which members recuse themselves 
from votes on activities for which they have a conflict of interest. 

Facility Response ORO Comments 


Response #1 ([DATE of response submission] ) [ORO comments will be inserted here] 


Facility Action: [TEXT] 


Proposed Completion Date: [DATE] 
Required Action 11: The IACUC or other appropriate subcommittee must ensure deficiencies identified 
during facility inspections, as listed in Appendix C, are appropriately remediated. 

Facility Response ORO Comments 


Response #1 ([DATE of response submission] } [ORO comments will be inserted here] ‘ 


Facility Action: [TEXT] 


Proposed Completion Date: [DATE] 
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DEPARTMENT OF VETERANS AFFAIRS 
arry S. Truman Memorial Veterans' Hospital 
0 Hospital Drive 


Columbia MO 65201 


FOIA Request No.: 20-00033-s; 
August 4 1, 2020 


Russ Kick 


New England Anti-Vivisection Society 
333 ashington Street, Suite 850 
Boston, MA 02108 


Dear Mr. Kick: 


© your July 28, 2020, request under the 
Mation Act (FOIA), 5 u. C. § 552, Submitted to the Harry S. Truman 
€Morial Veterans’ Hospital fora Copies of the following records: 


Program at your facility is accredited by the Association for 
Assessment and Accreditation of Laboratory Animal Care International (AAALAC). 
It's listed here: 
https: 


We request your center's most recent "Program Description.” This includes all 
appendices and attachments. 


oar oar 
is mosi likely in possession of the IACUC (Institutional Animal Care 
— eh) or the research division.” 
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document if disclosure of the information would constitute a clearly unwarranted 
invasion of a living individual's personal privacy. Stated another way, VA may withhold 
information under FOIA Exemption 6 where disclosure of the information, either by itself 
or in conjunction with other information available to either the public or the FOIA 
requester, would result in an unwarranted invasion of an individual's personal privacy 
without contributing significantly to the public’s understanding of the activities of the 
federal government. 


Specifically, the information | am withholding, as indicated on the enclosed 
documents, under FOIA Exemption 6 consists of names, contact information for 
individuals and locations; as the individuals associated with this information have a 
personal privacy interest in it. 


The coverage of FOIA Exemption 6 is absolute unless the FOIA requester can 
demonstrate a countervailing public interest in the requested information by 
demonstrating that the individual is in a position to provide the requested information to 
members of the general public and that the information requested contributes 
significantly to the public’s understanding of the activities of the Federal 
government. Additionally, the requester must demonstrate how the public’s need to 
understand the information significantly outweighs the privacy interest of the person to 
whom the information pertains. Upon consideration of the materials provided, | have 
not been able to identify a countervailing public interest of sufficient magnitude to 
outweigh the privacy interest in this case. The individuals associated with this 
information have a personal privacy interest in information that outweighs any public 
interest served by disclosure of their identities under FOIA. Consequently, | am partially 
denying your request for this information under FOIA Exemption 6, 5 U.S.C. § 552 


(b)(6). 


Additionally, upon review of the responsive records, | have determined they contain 
information which is protected under FOIA Exemption 5, 5 U.S.C. § 552(b)(5). Therefore, | am 
withholding portions of the documents under FOIA Exemption 5. 


FOIA Exemption 5 permits VA to withhold a document or information contained within a 
document as “pre-decisional” if two requirements are met. First, if there is an identifiable 
deliberative process. Second, the agency generated the information or document as part of 
the agency decision process. Stated another way, VA may withhold information under 
Exemption 5 where the document or its content makes recommendations or expresses 
opinions about legal or policy matters during a decision-making process and the document is 
not the decision document or incorporated into the decision document. Additionally, as a 
matter of Federal policy, the agency must state an articulable, foreseeable harm to the agency 
or its activities that could occur as a result of release of the document or information. 


{ 

My review of the document identified as responsive to your FOIA request reveals that it 
contains information that falls within the protection of Exemption 5. Portions of the "Program 
Description" are being withheld under the deliberative process privilege of FOIA exemption 5. 
The general purpose of the deliberative process privilege is to "prevent injury to the quality of 
agency decisions" with the goal of protecting the integrity of the deliberative process where 
exposure of the records would result in harm to that process. Additionally, factual material may 
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be withheld under FOIA exemption 5 when the factual material is so inextricably intertwined 
with the deliberative material that the disclosure of the facts would disclose or harm the 
agency's deliberations. Therefore, this document's status is pre-decisional as VHA’s decision 
regarding the "Program Description" has not yet been made and release of this information 
would cause injury to the deliberative process. The deliberative process privilege of 
Exemption 5 is invoked as it is determined that the release of the pre-decisional document to 
the public would negatively impact frank discussion on matters of policy between subordinates 
and supervisors. VHA seeks a full, unbiased review of these records. Protection of the 
decision-making process will help to ensure this result. Consequently, | am partially denying 
your request for this information under FOIA Exemption 5, 5 U.S.C. § 5952(b)(5). 


If you disagree with my determination to withhold the information under FOIA 
Exemption 6 or Exemption 5, please be advised you may appeal to: 


Office of the General Counsel (024) 
Department of Veterans Affairs 

810 Vermont Avenue, N.W. 
Washington, D.C. 20420 


Email: ogcfoiaappeals@va.gov 


If you should choose to file an appeal, your appeal must be postmarked or 
electronically transmitted no later than ninety (90) calendar days from the date of this 
letter. Please include a copy of this letter with your written appeal and clearly state why 
you disagree with the determinations set forth in this response. 


You may also seek assistance and/or dispute resolution services for any other 
aspect of your FOIA request, excluding the release determination, from VHA’s FOIA 
Public Liaison and or Office of Government Information Services (OGIS) as provided 
below: ° 


VHA FOIA Public Liaison: 


Email Address: vhafoia2@va.gov 
Phone Number: (877) 461-5038 


Office of Government Information Services (OGIS) 
Email: ogis@nara.gov 
Fax: (202) 741-5769 
Mailing address: 
National Archives and Records Administration 
8601 Adelphi Road 
College Park, MD 20740-6001 
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Thank you for your interest in VA. If you have any further questions, please feel free to 
contact me at 5/3-814-6000, extension 53104 or via email at VHACMOFOIA@va.gov. 


BRUCE SONES 
FOIA Officer 
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RE : 
In Reply Refer To: 531/136 
August 11, 2020 FOIA Request: 20-08428-F 
Russ Kick | 


New England Anti-Vivisection Society 
333 Washington Street, Suite 850 | 
Boston MA 02108 : 


Dear Mr. Kick: 


This letter is the initial agency decision to your July 27, 2020, request under the 
Freedom of Information Act (FOIA), 5 U.S.C. § 552, to the Department of Veterans 
Affairs (VA), Veterans Health Administration (VHA), FOIA Offi ce, for a copy of our 
facilities most recent “Program Description” for our Animal Research Department which 
is to include all appendices and attachments. 


The Research Department, Assistant Research Scientist, Chair, VAMC [ACUC 
conducted a search for documents responsive to your request. The search was 
conducted by utilizing the search criteria of the Program Description for the Animal 
Research Department at the Boise VAMC. At the conclusion of the search, 2 
documents, totaling 290 pages, were determined to be responsive to your request. 


My review of the documents revealed that they contained information that falls within 
the disclosure protections of FOIA Exemption 6, 5 U.S.C. § 552(b)(6). FOIA Exemption 
6 permits VA to withhold a document or information contained within a document if 
disclosure of the information would constitute a clearly unwarranted invasion of a living 
individual's personal privacy. Stated another way, VA may withhold information under 
FOIA Exemption 6 where disclosure of the information, either by itself or in conjunction 
with other information available to either the public or the FOIA requester, would result 
in an unwarranted invasion of an individual's personal privacy without contributing 


significantly to the public's understanding of the activities of the federal government. 


Specifically, the information | am withholding, as indicated on the enclosed documents, 
under FOIA Exemption 6 consists of names and titles, email addresses, room locations 
and building maps, as the individuals associated with ns information have a personal 
privacy interest in it. 


The coverage of FOIA Exemption 6 is absolute uniess the FOIA requester can 
demonstrate a countervailing public interest in the requested information by 
demonstrating that the individual is in a position to provide the requested information to 
members of the general public and that the information requested contributes 
significantly to the public's understanding of the activities of the Federal government. 


| 
Additionally, the requester must demonsirate how the public’s need to understand the 
information significantly outweighs the privacy interest of the person to whom the 
information pertains. Upon consideration of the materials provided, | have not been 
able to identify a countervailing public interest of sufficient magnitude to outweigh the 
privacy interest in this case. The individuals associated with this information have a 
personal privacy interest in information that outweighs any, public interest served by 
disclosure of their identities under FOIA. Consequently, | am denying your request for 
this information under FOIA Exemption 6, 5 U.S.C. § 552 (b)(6). 3 pages were withheld 
in their entirety. 


If you disagree with my determination to withhold the information under FOIA Exemption 
6, please be advised you may appeal to: 


Office of the General Counsel (024) _ 
Department of Veterans Affairs 
810 Vermont Avenue, N.W. 
Washington, D.C. 20420 


Email: ogcfoiaappeals@va.gov 


| 
If you should choose to file an appeal, your appeal must be postmarked or electronically 
transmitted no later than ninety (90) calendar days from the date of this letter. Please 
include a copy of this letter with your written appeal and clearly state why you disagree 
with the determinations set forth in this response. 


You may also seek assistance and/or dispute resolution services for any other aspect of 
your FOIA request, excluding the release determination, from VHA’s FOIA Public 
Liaison and or Office of Government Information Services (OGIS) as provided below: 


VHA FOIA Public Liaison: 


Email Address: vhafoia2@va.gov 
Phone Number: - (877) 461-5038 


Office of Government information Services (OGIS) _ 

Email: ogis@nara.gov 

Fax: (202) 741-5769 

Mailing address: Office of Government Information Services 
National Archives and Records Administration 

8601 Adelphi Road ’ 

College Park, MD 20740-6001 


Thank you for your interest in VA. If you have any further questions, please feel free to 
contact me at 208-422-1031. 


Sincerely, 


~ 


Gina Thruston 
Privacy / FOIA Officer 
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4 
Mr. Russ Kick 
New England Anti-Vivisection society 
333 Washington street, Suite 850 
Boston, MA 02108 


Dear Mr. Kick: 


This letter is the initial agency decision to your December 23, 2019, request under the 

Freedom of Information Act (FOIA), 5 U.S.C. § 552, submitted to the Boise VA Medical 

Center for a copy of the following: 

1. All reported concerns regarding animal welfare at our facility that were reported 
directly to the IACUC Chair or a designated representative which were received 
from January 1, 2019 to December 23, 2019. 

2. All reported concerns deemed supported, copies of the notifications sent to the 
Institutional Official from January 1, 2019 to December 23, 2019. 

3. Any reports notifying the IACUC and/or attending veterinarian of adverse events, 
unexpected or unanticipated outcomes, violations of protocols, and other 
incidents involving animal welfare that occur during their studies/experiments. All 
notifications received by the IACUC or AV would be from January 1, 2019 to 
December 23,2019. 

4. All notifications sent to the Institutional Official regarding these reported incidents 
from January 1, 2019 to December 23, 2019. This would encompass all 
appendices, annexes, attachments and accompanying documents, including 
photos and videos in their original formats and resolution. 


r 
The Boise VAMC Research Department conducted a search for documents responsive 
to your request, Lines 1 through 4. The search was conducted by utilizing the search 
criteria of any reportable items listed within your request, Lines 1 through 4 which was 
reported to the |ACUC Chair, designated representative or veterinarian. At the 
conclusion of the search, 5 documents, totaling 7 pages, were determined to be 
responsive to your request. 


My review of the documents revealed that they contained information that falls within 
the disclosure protections of FOIA Exemption 6, 5 U.S.C. § 552(b)(6). FOIA Exemption 
6 permits VA to withhold a document or information contained within a document if 
disclosure of the information would constitute a clearly unwarranted invasion of a living 
individual's personal privacy. Stated another way, VA may withhold information under 
FOIA Exemption 6 where disclosure of the information, either by itself or in conjunction 


Sr NES 


with other information available to either the public or the FOIA requester, would result 
in an unwarranted invasion of an individual's personal privacy without contributing 
significantly to the public’s understanding of the activities of the federal government. 


Specifically, the information | am withholding, as indicated on the enclosed documents, 
under FOIA Exemption 6 consists of names, email addresses, ORO case number and 
the research protocol number as the individuals associated with this information have a 
personal privacy interest in it. 


The coverage of FOIA Exemption 6 is absolute unless the FOIA requester can 
demonstrate a countervailing public interest in the requested information by 
demonstrating that the individual is in a position to provide the requested information to 
members of the general public and that the information requested contributes 
Significantly to the public's understanding of the activities of the Federal government. 
Additionally, the requester must demonstrate how the public’s need to understand the 
information significantly outweighs the privacy interest of the person to whom the 
information pertains. Upon consideration of the materials provided, | have not been 
able to identify a countervailing public interest of sufficient magnitude to outweigh the 
privacy interest in this case. The individuals associated with this information have a 
personal privacy interest in information that outweighs any public interest served by 
disclosure of their identities under FOIA. Consequently, | am denying your request for 
this information under FOIA Exemption 6, 5 U.S.C. § 552 (b)(6). 


If you disagree with my determination to withhold the information under FOIA 
Exemption 6, please be advised you may appeal to: 

Office of the General Counsel (024) 

Department of Veterans Affairs 

810 Vermont Avenue, N.W. 

Washington, D.C. 20420 

Email: ogcfoiaappeals@va.gov 


If you should choose to file an appeal, your appeal must be postmarked or electronically 
transmitted no later than ninety (90) calendar days from the date of this letter. Please 
include a copy of this letter with your written appeal and clearly state why you disagree 
with the determinations set forth in this response. 


You may also seek assistance and/or dispute resolution services for any other aspect of 
your FOIA request, excluding the release determination, from VHA's FOIA Public 
Liaison and or Office of Government Information Services (OGIS) as provided below: 


‘VHA FOIA Public Liaison: 
Email Address: vhafoia2@va.gov 
Phone Number: (877) 461-5038 


Office of Government Information Services (OGIS) 

Email: ogis@nara.gov 

Fax: (202) 741-5769 

Mailing address: Office of Government Information Services 
National Archives and Records Administration 

8601 Adelphi Road 

College Park, MD 20740-6001 


Thank you for your interest in VA. If you have any further questions, please feel free to 
contact me at 208-422-1031. 


Eh 


ina Thruston 
Privacy / FOIA Officer 
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Date: 


From: 


Subj: 


To: 


CC: 


Department of 


Veterans Affairs Memorandum 


June 7, 2019 
Medical Center Director, Boise VAMC (531/00) 


Report of Noncompliance, iM, “Impact on Antibiotics on Growth Cycle 
and Toxin Production in Staphylococcus aureus” nn 


Office of Research Oversight (101/10R) 


Chair, IACUC, Boise VAMC 
Associate Chief of Staff-Research, Boise VAMC 
Research Compliance Officer, Boise VAMC 


1. During a recent triennial animal and biosafety research compliance audit, the RCO 
found no triennial “De Novo” review conducted by the local IACUC as required by 
VHA Handbook 1200.07, Chapter 8(g). 


2. The study was approved by the IACUC on 08/23/2015. From 2013 until May 2016, 
the IACUC conducted annual continuing reviews while waiting for funding approval 
by the NIH. The PI did not submit a new ACORP to the IACUC, nor did the IACUC 
do a triennial review of the study in 2016. No research was conducted during the first 
three years of the study. 


3. The R&D Committee conducted an initial review approval on 05/09/2016 using the 
original ACORP submitted by the PI in 2013. At that time, the Pl began conducting 
research involving 115 animals. 


4. The IACUC determined serious noncontinuing noncompliance on 06/06/2019 after a 
review of the finding and recommendations of the RCO. 


5. The IACUC currently has no standard operating procedures detailing the treatment 
of triennial reviews that could have prevented the finding. The IACUC intends to 
develop and adopt an SOP that requires triennial reviews regardless of funding 
status no later than 6 months from the date of the determination. 


6. For questions or comments, please contact the 
aera ee 
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Office of Laboratory Animal Welfare Office of Laboratory Animal Welfare 
6700B Rockledge Drive, Suite 2500, MSC 6910 6700B Rockledge Drive, Suite 2500 
Bethesda, Maryland 20892-6910 Bethesda, Maryland 20817 
Home Page: http://grants.nih.gov/grants/olaw/olaw.htm Telenhene: (301) 496-7163 
Excsimite: (301) 402-7065 
July 24, 2019 Re: Animal Welfare Assurance 


Mr. David Wood 

Medical Center Director 
VA - Boise Medical Center 
500 West Fort Street 

Boise, Idaho 83702 


Dear Mr. Wood, 


The Office of Laboratory Animal Welfare (OLA W) acknowledges receipt of your July 15, 2019 report 
detailing an incident of noncompliance with the PHS Policy on Humane Care and Use of Laboratory 
Animals at the Boise Veterans Affairs Medical Center. According to the information provided, OLAW 
understands that 115 mice were used after May 9, 2016 on an ACORP that was originally reviewed and 
approved by the IACUC on August 23, 2013 although the required 3-year continuing review was not 
conducted by the IACUC until May 28, 2019. It was not stated if the animals were assigned to an activity 
funded by the PHS or NSF. 


Corrective and preventive actions included development of a new SOP covering IACUC Administrative 
Procedures to prevent the recurrence of such an incident. 


OLAW believes that the corrective and preventative measures put in place by the Boise Veterans Affairs 
Medical Center are consistent with the provisions of the PHS Policy on Humane Care and Use of 
Laboratory Animals. If this animal activity was funded by the PHS, please be sure that no animal-related , 
expenses are charged to the grant/contract for the period of noncompliance. Also, please be sure to include 
any program changes encompassed by the new SOP in your 2019 Annual Report to OLAW due to this 
Office in the month of January 2020. We appreciate being informed of this issue and find no cause for 
further action by this office. 


Sincerely. 


Division of Compliance Oversight 
Office of Laboratory Animal Welfare 


Vea ONT TS 
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Veterans Health Administration M e m O fa n d U mM 


Office of Research Oversight 


Date: June 11, 2019 


From: Director, Research Safety & Animal Welfare, VHA Office of Research Oversight (ORO), 
(101/10R), Washington, DC 


Subj: ORO Case Ny 


To: Director, Boise VA Medical Center (BVAMC), Boise, !D (531/00) 


1. Thank you for your June 7, 2019, report of a lapse in triennial review for the mouse 
protocol “Impact on Antibiotics on Growth Cycle and Toxin Production in 
Staphylococcus aureus” 

2. We understand that: \ 


a. During a scheduled triennial animal and biosafety research audit, the Research 
Compliance Officer (RCO) determined that the Institutional Animal Care and Use 
Committee (IACUC) had not conducted a triennial de novo review of this protocol. 


b. The Animal Component of Research Protocol (ACORP) was initially approved on 
August 23, 20131, by the IACUC and continuing reviews occurred yearly through 
May of 2016. No research was conducted during the first three years while the 
Principal Investigator (PI) waited for approval of NIH funding. A new ACORP was 
not submitted to the IACUC in 2016 for triennial de novo review. 


c. The Research and Development Committee (R&DC) conducted a triennial review 
of the original 2013 ACORP and approved the research on May 9, 2016. Following 7 
R&DC triennial approval, the Pl initiated research involving 115 mice. 


d. OnJune 6, 2019, based on the RCO’s report and recommendations, the [ACUC 
determined the incident to be a serious noncompliance. The IACUC intends to 
develop and adopt a Standard Operating Procedure to require triennial review 
regardless of funding status?. 


3. Please note that VHA policy and the terms of your PHS Animal Welfare Assurance may 
require that you also report this incident to the NIH, Office of Laboratory Animal 
Welfare (NIH-OLAW). Please confirm whether reports of this incident were made 
either to NIH-OLAW or to the Association for Assessment and Accreditation of 
Laboratory Animal Care (AAALAC). 


1 The memo states that initial |ACUC approval occurred in 2015; however, a date in 2013 is suggested based on the other 
supplied information. 

2 Per PHS Policy (§1V.C.5), “The IACUC shall conduct continuing review of each previously approved, ongoing activity 
covered by this Policy at appropriate intervals as determined by the IACUC, including a complete review in accordance 
with IV.C.1.-4 at least once every three years” (emphasis added). It is the IACUC’s responsibility that the review of an 
approved protocol, regardless of funding status, is conducted in a timely manner (i.e. within the three-year window). 


Boise VA Medical Center (BVAMC)} 


4. Weconcur with the actions taken and commend your institution’s prompt 
investigation, response, and reporting of this incident to our Office. Please provide 
our Office with an update on this case by July 15, 2019, to include: a.) a copy of the 
IACUC SOP pertaining to conduct of triennial reviews, b.) the status of the IACUC’s 
triennial review of this protocol, c.) determination of reportability to funding agencies 
and 4) clarification of the initial IACUC approval date (i.e., 2013 or 2015). 


5. Please note that a specific justification is required if completion date(s) for any 
remedial action(s) are projected to extend beyond the timeline set forth by VA policy?. 
The deadline for completion of Required Actions is October 8, 2019. 


6. If you have any questions or wish to discuss any aspect of this case, please contact a 
member of our group by email at 


? VHA Handbook 1058.01 §5.c “The VA facility Director must ensure timely implementation of remedial actions in 
response to identified noncompliance or as otherwise found warranted by ORO. (1) Except where remediation 
requires substantial renovation or fiscal expenditure, hiring, legal negotiations, or other extenuating 
circumstances, remedial actions must be completed within 120 calendar days after any determination of 
noncompliance. (2) Where remedial actions cannot be completed in 120 calendar days, the VA facility Director 
must provide ORO with an acceptable written justification and an acceptable timeline for completion.” 


Department of 


Memorandum 


Veterans Affairs 


a 


6/3/2019 
IACUC Chair, Boise VAMC (531) 
Determination on report of Apparent Serious/Continuing Noncompliance 


David Wood, MHA, FACHE, Medical Center director 


1. This report is to inform you of the review and determination, by the IACUC, regarding the 
incident of apparent serious/continuing noncompliance brought to our attention as a result of 
a regulatory animal research compliance audit conducted by (GEE, on 
4/30/2019 within a single protocol, Impact on Antibiotics on Growth Cycle and Toxin 
Production in Staphylococcus aureusgiQ gg The incident was the finding of: no 
triennial review conducted in 2016. 


2. This ACORP was initially approved on 8/23/2013, however the protocol was not 
approved by the R&D committee nor funded by NIH until May 2016. Such ACORPs were 
administratively reviewed to meet Just-In-Time requirements in accordance with station 
interpretation of the polices. Thus, the IACUC performed continuing reviews of BIG to 
meet Just-In-Time requirements for the period of August 2013 through May 2016. 
Furthermore, no modifications were made to the ACORP during this timeperiod. Following 
RDC approval in May 2016, the protocol received continuing reviews through 2018 and 
animal research was conducied involving 115 animals. A triennial review of the ACORP was 
completed in May 2019. In our review, during a regularly convened meeting, of the 
documenis in question and the document flow, the IACUC finds that a lack of triennial review 
was in accordance with station interpretation of the polices for an ACORP that is not active 
and is not funded. 


3. After full consideration of the findings the [ACUC has determined that this incident is 
nonserious/noncontinuing noncompliance and as such is not a reportable event. In 
consideration of the prevailing interpretation of the policy in question (VHA Handbook 
1200.07, Chapter8(g) the IACUC will develop a standard operating procedure clearly stating 
that all future ACORPs will undergo a triennial review every three years from the date of the 
initial IACUC approval regardless of R&D Committee approval or funding status. This 
standard operating procedure will formalize [|ACUC’s understanding of the policy and prevent 
this type of incident from reoccurring. 


4. lf you have any questions or wish to discuss any aspect of this incident, please contact 
(b) (6) 


ie 


Department of Memorandum 
Veterans Affairs : . 


6/6/2019 
IACUC Chair, Boise VAMC (531) 
Determination on report of Apparent Serious/Continuing Noncompliance 


David Wood, MHA, FACHE, Medical Center director 


1. This report is to inform you of the review and determination, by the [ACUC, regarding the 
incident of apparent serious/continuing noncompliance. This incident was brought to our 
attention as a result of a regulatory animal research compliance audit conducted by@iGay 
Qiu, on 4/30/2019. The finding was no triennial review conducted in 2016 on 
protocol, Impact on Antibiotics on Growth Cycle and Toxin Production in Staphylococcus 


aureus Sas 


2. This ACORP was initially approved on 8/23/2013, however the protocol was not 
approved by the R&D committee nor funded by NIH until May 2016. From the time of the 
initial approval until May 2016 no modifications were approved nor animal research 
conducted under this ACORP. ACORPs which have not recived R&D approval and are not 
funded, such as this one, were administratively reviewed to meet Just-In-Time requirements, 
not requiring a triennial review, in accordance with station interpretation of the VA (VHA 
Handbook 1200.07, Chapter8(g)) and PHS (IV.C.5.) polices at that time. Therefore, the 
IACUC performed continuing reviews of to meet Just-In-Time requirements 
between 2013 and 2016. Following RDC approval in May 2016, the protocol received 
continuing reviews through 2018 and animal research was performed involving 115 animals. 
A triennial review of the ACORP was conducted in May 2019. 


3. The IACUC reviewed the documenis in question and document flow and found that the 
IACUC’s actions were in accordance with station interpretation of the polices at that time. 
However, current interpretation of the VHA Handbook 1200.07 indicates that a triennial 
review must be performed regardless of other committee approvals and funding status. 
Therefore, because no triennial “De Novo” revierw was conducted on GG yg in 2016, 
animal research done thereafter is considered animal research conducted without IACUC 
approval. After full consideration of the findings and review of VA and PHS polices, the 
|[ACUC has determined, on June 6, 2019, that this incident is serious/noncontinuing 
noncompliance and as such is a reportable event. 

4 
4. Currently there are no IACUC standard operating procedures addressing triennial 
reviews which could have prevented this incident. Therefore, the IACUC will develop a 
standard operating procedure clearly stating that all future ACORPs will undergo a triennial 
review every three years from the date of the initial IACUC approval regardless of R&D 
Committee approval, funding status or research activity. This standard operating procedure 
will be ratified and implemented no later then six months from the date of this report. 


Sa SS 


5. If you have any questions or wish to discuss any aspect of this incident, please contact 


re tS 


(b) (6) 


cc: 
(5) (6) 


601 Highway 6 West 


VA U.S. Department of Veterans Affairs lowa City, IA 52246 
ape ee ee 319-338-0581 
lowa City VA Health Care System 4-800-637-0128 


www.iowacity.va.gov 


In Reply Refer To: 636A8/001PO 


: January 28, 2020 
FOIA Number: 20-02802-F 


Russ Kick 

New England Anti-Vivisection Society 
333 Washington Street 

Boston, MA, 02108 


Dear Russ Kick: . 


This letter is the initial agency decision to your 12/23/2019, request under the 
Freedom of Information Act (FOIA), 5 U.S.C. § 552, submitted to the lowa City VA 
Health Care System’s FOIA Office for copies of the following records: 


1a) According to The Guide for the Care and Use of Laboratory Animals (The 
Guide), 8th edition, all entities must have a system in place for anyone (insiders 
or members of the public) to report concerns regarding animal welfare at a 
facility. These reports are either made directly to the IACUC Chair ora 
designated representative, or they eventually are routed to the IACUC 
Chair/representative. We request all such reported concerns received by the 
Chair since January 1, 2019. 
(This would encompass all appendices, annexes, attachments, and 
accompanying documents, including photos and videos in their original formats 
and resolution.) — 
' 1b) Further, for all such reported concerns deemed supported, we request the 
notification sent to the Institutional Official. The time frame is January 1, 2019, to 
present. : 
(This would encompass all appendices, annexes, attachments, and 
accompanying documenis, including photos and videos in their original formats 
and resolution.) 


2a) Per The Guide, all entities must have a system in place for investigators to 
notify the IACUC and/or attending veterinarian of adverse events, unexpected or 
unanticipated outcomes, violations of protocols, and other incidents involving 
animal welfare that occur during their studies/experiments. We request all such 
notifications received by the IACUC or AV since January 1, 2019. 

(This would encompass all appendices, annexes, attachments, and 
accompanying documents, including photos and videos in their original formats 
and resolution.) 


2b) Further, we request all notifications sent to the Institutional Official regarding 


For more information about lowa City VA Health Care System VA Clinics, visit: www.iowacity.va.gov/locations 


these reported incidents. The time frame is January 1, 2019, to present. 

(This would encompass all appendices, annexes, attachments, and 
accompanying documents, including photos and videos in their original formats 
and resolution.) 
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FORMAT 


We request that these records be released in any digital formats in which they 
exist, such as Excel, PDF, Word, JPG, MP4, etc. We request that all photos and 
videos be released in their original formats and resolutions. 


Your FOIA request was received in my office on 12/23/2019. 


The Associate Chief of Staff for Research conducted a search for documents 
responsive to your request. The search was conducted by utilizing the search criteria of 
“Animal Welfare”, “Post Approval Monitoring”, and “Noncompliance” were searched in 
Outlook Emails and the Research Department's electronic files. At the conclusion of the 
search, 12 documents, totaling 25 pages, were determined to be responsive to your 
request. 


My review of the documents revealed they contained information that falls within 
the disclosure protections of FOIA Exemption 6, 5 U.S.C. § 552(b)(6). Therefore, | am 
withholding both portions of documents and documenis in their entirety under FOIA 
Exemption 6. 


FOIA Exemption 6 permits VA to withhold a document or information contained 
within a document if disclosure of the information would constitute a clearly unwarranted 
invasion of a living individual’s personal privacy. Stated another way, VA may withhold 
_ information under FOIA Exemption 6 where disclosure of the information, either by itself 
or in conjunction with other information available to either the public or the FOIA 
requester, would result in an unwarranted invasion of an individual's personal privacy 
without contributing significantly to the public’s understanding of the activities of the 
federal government. ; 


Specifically, the information | am withholding, as indicated on the enclosed - 
documents, under FOIA Exemption 6 consists of personal information including names 
and contact information; as the individuals associated with this information have a 
personal privacy interest in it. Also withheld under FOIA Exemption 6 were laboratory 
room names and locations, project names, ACORP numbers, and IACUC identification 
numbers which have not been previously published and could be linked to the project 
identifying research personnel. 


The coverage of FOIA Exemption 6 is absolute unless the FOIA requester can 
demonstrate a countervailing public interest in the requested information by 
demonstrating that the individual is in a position to provide the requested information to 
members of the general public and that the information requested coniributes 


significantly to the public’s understanding of the activities of the Federal 

government. Additionally, the requester must demonstrate how the public’s need to 
understand the information significantly outweighs the privacy interest of the person to 
whom the information pertains. Upon consideration of the materials provided, | have 
not been able to identify a countervailing public interest of sufficient magnitude to 
outweigh the privacy interest in this case. The individuals associated with this . 
information have a personal privacy interest in information that outweighs any public 
interest served by disclosure of their identities under FOIA. Consequenily, | am denying 
in part your request for this information under FOIA Exemption 6, 5 U.S.C. § 552 (b)(6). 


If you disagree with my determination to withhold the information under FOIA 
Exemption 6, please be advised you may appeal to: 


Office of the General Counsel (024) 

Department of Veterans Affairs 

810 Vermont'Avenue, N.W. 

Washington, D.C. 20420 . 


Email: ogcfoiaappeals@va.gov 


If you should choose to file an appeal, your appeal must be postmarked or 
electronically transmitted no later than ninety (90) calendar days from the date of this 
letter. Please include a copy of this letter with your written appeal and clearly state why 
you disagree with the determinations set forth in this response. 


You may also seek assistance and/or dispute resolution services for any other 
aspect of your FOIA request, excluding the release determination, from VHA’s FOIA 
Public Liaison and or Office of Government Information Services (OGIS) as provided 
below: ; ' 

VHA FOIA Public Liaison: 


Email Address: vhafoia2@va.gov 
Phone Number: (877) 461-5038 


Office of Government Information Services (OGIS) 
Email: ogis@nara.gov 
Fax: (202) 741-5769 
Mailing address: National Archives and Records Administration 
8601 Adelphi Road 
‘ College Park, MD 20740-6001 


Thank you for your interest in VA. If you have any further questions, please feel free 
to contact me at (319) 338-0581 ext. 636093 or via email at vnaiowvafoia@va.gov. 


Sincerely, 


_— 
Makenzie JShnson, lowa City VA Health Care System FOIA Officer 


From 

To: srreck, Heath 

Cc: Johnson-Mekota, Judith L.; Tunio, Javed H. 
Subject: ORO Noncompliance Reports, ~ 

Date: Thursday, November 14, 2019 11:45:00 AM 


Attachments: lowa City VA Report to ORO i.pdf 
lowa City VA Report to ORO 2.ndf 


Hii(b)(6) 
At last week’s Institutional Animal Care and Use Committee (IACUC} meeting, the IACUC reviewed 
two incidences of noncompliance. They deemed these items reportable. Please sign the attached 


reports and let me know if you have any questions regarding the incidences. Thank you. |(b){6 


é 


(b)(6) 


o 


at 


Oe 


DATE: 


FROM: 
SUBS: 


TO: 


DEPARTMENT OF 


Memorandum 


VETERANS AFFAIRS 


November 13, 2019 

Director, lowa City VA Health Care System, lowa City, lowa (636A8/151) 

Animal Care Noncompliance 

Director, Office of Research Oversight (ORO), Research Safety & Animal Welfare Programs 


1. The purpose of this memorandum is to inform the Office of Research Oversight (ORO) of 
animal care noncompliance that occurred at the lowa City Department of Veterans Affairs (VA) 
Health Care System (ICVAHCS). 


a. Research Project) 

b. IACUC Number: 
2. Summary of Incident: On October 2, 2019, the VA Veterinary Medical Officer (VMO) and VA 
[ACUC Chair were notified by the Office of Animal Resources at the University of lowa (UI) of a 
noncompliance issue involving a VA approved protocol (ACORP). The Ul IACUC Office received 
a report of 2 cages of singly housed mice that did not receive a daily treatment for eye lesions as 
directed by veterinary staff. This treatment was missed on one day, September 13, 2019. In 
discussions with the lab member, he stated that he did not treat the mice that day because they 
were in a barrier facility and he had needed to enter a non-barrier facility earlier in the day. He 


knew he could not go-into the barrier facility later. It should be noted that the veterinary staff did 
not report any significant animal health issues as a result of the missed treatment. 


3. Plan of Action: The noncompliance was discussed at the November 7, 2019 VA IACUC 
meeting and the committee determined the incident to be reportable. The following corrective 
actions were required: The lab member was retrained on the importance of following veterinary 
directed treatments and what to do when he couldn’t get in to treat or monitor the animals himself. 
In addition, the VA IACUC discussed the best way to prevent a similar occurrence in the future. It 
was determined that the Veterinary Medical Officer will conduct spot checks of VA laboratories. 
Each month a different laboratory will be chosen for the spot check. This will help alleviate other 
noncompliance issues as well. 


4. Please contact, (b)(6) for further 


information. 


JUDITH L. JOHNSON-MEKOTA, FACHE 


cc: Office of Laboratory Animal Welfare 
Association for Assessment and Accreditation of Laboratory Animal Care, International 


DATE: 


FROM: 


SUBJ: 
TO: 


DEPARTMENT OF 


VETERANS AFFAIRS | Memorandum 


November 13, 2019 

Director, lowa City VA Health Care System, lowa City, lowa (636A8/151) 

Animal Care Noncompliance 

Director, Office of Research Oversight (ORO), Research Safety & Animal Welfare Programs 


4. The purpose of this memorandum is to inform the Office of Research Oversight (ORO) of 
animal care noncompliance that occurred at the lowa City Department of Veterans Affairs (VA) 
Health Care System (ICVAHCS). 


2. Summary of Incident: An investigator at the University of lowa (Ul), submitted an animal 
protocol to the UI IACUC that involved conducting nerve conduction studies in a VA laboratory. 
When work involves a VA resource on a UI protocol, the process is that the Ul reviews and 
approves the protocol and then sends the protocol to the VA IACUC to be reviewed. Work at the 
VA is not to be conducted until the VA IACUC approves it. In this case, the UI investigator 
received their Ul [ACUC approval and conducted the work being done at the VA prior io the VA 
IACUC approving the protocol. In addition, the work involved controlled substances. The Ul 
laboratory brought controlled substances from the UI to the VA and did not procure them from VA 
pharmacy per VA policy. 


3. Plan of Action: The noncompliance was discussed at the November 7, 2019 VA IACUG 
meeting and the committee determined the incident to be reportable to the VA Office of Research 
Oversight. The following corrective actions were required: Both the UI and VA Investigators were 
educated on the approval process when there is a UI animal protocol that involves work at the VA 
and that all controlled substances must be purchased by the VA Pharmacy. The VA IACUC 
discussed ways that we can also communicate -to the rest of the research community to prevent 
this confusion in the future. Ve will work with the Office of Animal Resources at the UI to ensure 


‘that it is communicated to the investigator that the work at the VA cannct be started until the VA 


IACUC has approved the protocol. We will also remind laboratories and any new investigators as 
they come on that controlled substances at the VA must be purchased from the VA pharmacy. 


4. Please contact, |()(8) for further 


information. 


JUDITH L. JOHNSON-MEKOTA, FACHE 


From: ~Ap! 

To: b)}(6) 

Ce: ; 

Subject: EXTERNAL] RE: Significant finding during semi-a ions 
Date: Friday, October 4, 2019 9:46:16 AM 


Hi (b)(6) . 


The lab did complete the corrective actions by 9/26/ 19. 


dna Schaar nsdahendVAD Malt DknHRODENERD LAIAAPEDIPOOoADAAAASY ODD PALO DIOIIDDEDPOsOtOInensDar eadIOdne A UDAOOrRADoOSAAnATadtranese Ones ee ates trADE Dl MAARSMAOIEME DORADA ansechAs PIRES NINE DD BD MANDIR RRA AAATBAEAESDON APE VOAS LAA ADHIO MM DOOD ArH Dad DurH rachsnsdenint rearsraasrartasdsnsrertharsarnaeetQZDe\ MANGLED SP ARRLNORIMAELAL 


From:(b)(6) 


Sent: Friday, October 4, 2019 9:39 AM 
To: IACUC-Post-Approval <iacuc-pam@uiowa.edu> 


(b)(6) 7 


Subject: RE: Significant finding during semi-annual inspections 


Hi IKb)(6) ) 


The VA IACUC deemed this event to be reportable at yesterday's meeting. | am currently writing up 
the report. We did concur with your corrective actions. | noticed you had a completion date of 
9/26/19 for the actions. Would you please confirm these have all been completed? Thank you.|(b)(6 


nevdrorivnsansdasceninnnsti aaah aSenetetns Cane novsSvesebecieesdvervecnssal yebscnrnvedsiennevededtetetunetvinonevtuaennhlhSadedvwntayonedhan adentdbecbthianntaaneredaereOsal vasetanwabeseeanyomvenrdheesndancteedveatatlatatenianadeomensetedetninvaibveentstavenenGelbenzeondenatntaditatsDitathdeteDuse latin eentaGareasZviervumatads hanna etesaternasy 


rom: IACUC-Post-Approval <jacuc-pam@uiowa.edu> 
Sent: Friday, September 20, 2019 7:39 PM 


To:|(B)(6) 
Ce: 


Subject: [EXTERNAL] Significant finding during semi-annual inspections 
importance: High 


I need to report a significant finding from our semi-annual inspections involving the 
Oe | , 


On September 18", T inspected non-USDA surgical procedures spaces in MRC. Dr; 
(b)(6) as both U of I and VA funding. During the inspection of surgical records, 1 
discovered that one of the surgeons administered analgesia the day of surgery, but not the 


next day as is required in his (b}(6) A minimum of 48 hours analgesics is 
required on all 9 of the surgicar procedure eu, with the option to give out to 72 hours if 


needed. The procedure performed was #6, a cranial virus injection. 


The university of Iowa’s Guideline on Analgesia also requires a minimum of 48 hours of 
analgesia for all surgical procedures except minor subcutaneous implants (those only 
require 24 hours of analgesia). 


I-have attached the report sent to|(b)(6) In it are the required actions we would 
require to correct the significant finding. Please Tet me know if you require any additional 
information. 


DATE: 


FROM: 
SUBJ: 


TO: 


DEPARTMENT OF ae, 


VETERANS AFFAIRS Memorandum 


October 4, 2019 
Director, lowa City VA Health Care System, lowa City, lowa (636A8/1 51) 


Animal Care Noncompliance 
Director, Office of Research Oversight (ORO), Research Safety & Animal Welfare Programs 


1. The purpose of this memorandum is to inform the Office of Research Oversight (ORO) of 
animal care noncompliance that occurred at the lowa City Department of Veterans Affairs (VA) 
Health Care System (ICVAHCS)}. 


a. Research Projecti(b)(6) = 
b. IACUC Number: t 


2. Summary of Incident: On September 23, 2019, the VA Veterinary Medical Officer (VMO) 
and VA IACUC Chair were notified by the Office of Animal Resources at the University of lowa 
(UI) of a noncompliance issue involving a VA approved protocol (ACORP). During the semi-' 
annual inspection, it was discovered that one lab surgeon did not administer analgesia the days 
after surgery as was required in the lab’s ACORP. 


3. Plan of Action: The noncompliance was discussed at the October 3, 2019 VA iACUC 
meeting and the committee determined the incident to be reportable. The following corrective 
actions were required: 1) The lab member involved must immediately begin complying with the 
analgesia administration requirements as stated in the ACORP. 2) The lab member involved must 
carefully read the surgery and analgesia appendices of the ACORP. 3) The lab member involved 
must read the [ACUC Guidelines on Analgesia. 4) The lab member involved must schedule a 
meeting with the semi-annual inspection tearm to discuss the significant finding. It was confirmed 
on October 4, 2019 that these corrective actions have been completed. 


4. Please contact, (BX) for further 


’ information. 


i ~ Digitally signed by Judith L. 
Judith L. Johnson ric pesiey enor? 


Mekota 296771 Date: 2019.10.04 10:13:05 -05'00' 
JUDITH L. JOHNSON-MEKOTA, FACHE 


cc: Office of Laboratory Animal Welfare 


Association for Assessment and Accreditation of Laboratory Animal Care, International 


DATE: 


FROM: 
SUBJ: 


TO: 


DEPARTMENT OF 


VETERANS AFFAIRS | Memorandum 


November 13, 2019 
Director, lowa City VA Health Care System, lowa City, lowa (636A8/151) 


Animal Care Noncompliance 


Director, Office of Research Oversight (ORO), Research Safety & Animal Welfare Programs 


1. The purpose of this memorandum is to inform the Office of Research Oversight (ORO) of 
animal care noncompliance that occurred at the lowa City Department of Veterans Affairs (VA) 
Health Care System (ICVAHCS)}. 


a. Research Projecti(b}(6) 
b. IACUC Number: 


2. Summary of Incident: On October 2, 2019, the VA Veterinary Medical Officer (VMO) and VA 
[ACUC Chair were notified by the Office of Animal Resources at the University of lowa (Ul) of a 
noncompliance issue involving a VA approved protocol (ACORP). The Ul IACUC Office received 
a report of 2 cages of singly housed mice that did not receive a daily treatment for eye lesions as 
directed by veterinary staff. This treatment was missed on one day, September 13, 2019. In 
discussions with the lab member, he stated that he did not treat the mice’ that day because they 
were in a barrier facility and he had needed to enter a non-barrier facility earlier in the day. He 
knew he could not go into the barrier facility later. It should be noted that the veterinary staff did 


_ hot report any significant animal health issues as a result of the missed treatment. 


3 Plan of Action: The noncompliance was discussed at the November 7, 2019 VA IACUC 
meeting and the committee determined the incident to be reportable. The following corrective 


actions were required: The lab member was retrained on the importance of following veterinary 
directed treatments and what to do when he couldn’t get in to treat or monitor the animals himself. 
In addition, the VA IACUC discussed the best way to prevent a similar occurrence in the future. It 
was determined that the Veterinary Medical Officer will conduct spot checks of VA laboratories. 


Each month a different laboratory will be chosen for the spot check. This will help alleviate other 


noncompliance issues as well. 


4. Please contact, (D)(6) . for further 
information. 


Digitally signed by Heath J. Streck 


Heath J. Streck 280832 280832 


Date: 2019.11.14 12:09:35 -06'00" 
JUDITH L. JOHNSON-MEKOTA, FACHE 


cc: Office of Laboratory Animal Welfare 
Association for Assessment and Accreditation of Laboratory Animal Care, International 


DATE: 


FROM: 
SUBJ: 


TO: 


DEPARTMENT OF 
VETERANS AFFAIRS Memorandum 


June 11, 2019 e 
Director, lowa City VA Health Care System, lowa City, lowa (636A8/151) 

Animal Care Noncompliance . 

Director, Office of Research Oversight (ORO), Research Safety & Animal Welfare pingnanie 


4. The purpose of this memorandum is to inform the Office of Research Oversight (ORO) of 
animal care noncompliance that occurred at the lowa City Department of Veterans Affairs (VA) 
Health Care System (ICVAHCS)}. 


a. Research Proje (O)(6) 

b. IACUC Number: 
2. Summary of Incident: On May 15, 2019, the VA Veterinary Medical Officer (VMO) and VA 
IACUC Chair were notified by the Office of Animal Resources at the University of lowa (UI) of a 
noncompliance issue involving a VA approved protocol (ACORP). The lab conducted a procedure 
(electro-cardiogram and injections of epinephrine and caffeine) on a strain of mice (Jph2)}. Animal 
deaths did occur due to the phenotype of the strain. The VA ACORP did not have the strain of 


mice, the procedure, or a description of the adverse phenotype. The investigator did have a UI 
protocol that lists the strain and procedure, but no description of the adverse phenotype. 


3: Plan of Action: The noncompliance was discussed at the June 6, 2019 VA IACUC meeting 
and the committee determined the incident to be reportable. The mice have been transferred 
from the VA ACORP to the UI protocol. Discussions have occurred with investigator to ensure 
that all laboratory personnel know what protocol lists their projects, animals, and procedures. The 
UI did ask him to amend his protocol to describe the expected adverse phenotype of sudden 
death. 


4. Please contact, {()(6) or further 


information. 

I » Digitally signed by Judith L. 
Judith L. Johnson Soin Nae 6771 
Mekota 296771 Date: 2019.06.13 10:07:57 -05°00" 


JUDITH L. JOHNSON-MEKOTA, FACHE 


cc: Office of Laboratory Animal Welfare 
Association for Assessment and Accreditation of aberetony Animal Care, International 


“RODTO 
To: \(6) 
€c; 
Subject: EXTERNAL] RE: f inci 
Date: Tuesday, May 21, 2619 3:25:53 PM 
Hello(b)(6) 
I have corniple Ty iv 


eStigation into the incident involving (5)(6) There is not 


C3 
much to add as this was pretty straight forward. The strain Gprzyanatie procedures 
(electrocardiogram and injections of epinephrine and caffeine) were not listed or approved . 
on the ACORP. They were listed on his U of I protocol. 
The mice have been transferred from the ACORP to his U of I protocol. I have also 
discussed with him the importance of making sure personnel know what protocol lists their 
projects, animals and procedures. We also asked him to amend his protocol to describe the 
expected adverse phenotype of sudden death. 
I will report the incident to our IACUC Chair and he may choose to inform the Committee 
since the incident took place at the university. Please let me know-if you have additional 
questions or concerns regarding this matter. 


bees Ye 


¥ 


Sent: Wednesday, May 15, 2019 11:01 AM 


To: IACUC-Post-Approva{(b)(6) 


Subject: Re: Notification of incident 
Hij(b)(6) thanks for alerting us to this incident and please keep us updated with a 


sunusorveesvencuevovnennwovmennvenncerteeaeewrhiee. oeeeATECUUENNeHOP vee merece 


From: |ACUC-Post-Approval 
Sent: Wednesday, May 15, 2019 8:43:32 AM 


(OVE) 


eTap conducted a 


phenotype of the strain. I read through the ACORP and could not find the strain of mice, 
the procedure, or a description of the adverse phenotype (expected sudden death). 

(b)(6) does have a U of I protocol that lists the strain and procedure, but no description 
ortneexpected adverse phenotype. It appears that the strain got put on the wrong 
protocol. I just received the preliminary report late yesterday and I am still investigating. I 
will send you the final report once I have completed my investigation. 


Notice: This UI Health Care e-mail (including attachments) is covered by the Electronic 
Communications Privacy Act, 18 U.S.C. 2510-2521 and is intended only for the use of the 
individual or entity to which it is addressed, and may contain information that is privileged, 
confidential, and exempt from disclosure under applicable law. If you are not the intended 
recipient, any dissemination, distribution or copying of this communication is strictly 
prohibited. If you have received this communication in error, please notify the sender 
immediately and delete or destroy all copies of the original message and attachments thereto. 
Email sent to or from UI Health Care may be retained as required by law or regulation. Thank 
you. 
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To 

Cc; 

Subject: EXTERNAL] Significant finding during semi-annual inspections 
Date: rida entemnher 70 7h1S 7:33: DN 

Attachments (b)(6) 

Importance Aig 


Hi(b)(6) 
need ta report a significant finding from our semi-annual inspections involving the 


(b)(6) lab. 


On September 18%, I inspected non-USDA surgical procedures spaces ir(b)(6) | Dr. 
(b)(6) as both U of I and VA funding. During the inspection of surgical records, 1. 
cstuvered that one of the surgeons administered anaigesia the day of surgery, but not the i 


next day as is required in his (b)(6) A minimum of 48 hours analgesics is 
required on all 9 of the surgicarprocecures sted, with the option to give out to 72 hours if 


needed. The procedure performed was #6, a cranial virus injection. 


The university of Iowa’s Guideline on Analgesia also requires a minimum of 48 hours of 
analgesia for ail surgical procedures except minor subcutaneous implants (those only 
require 24 hours of analgesia). 


I have attached, the report sent to |(b)(6) Tn it are the required actions we would 
See to correct the significant finding. Please let me know if you require any additional 
information. . 
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IACUC Semi-annual Rodent 
Surgical Site Inspections 


conducted for 


(b)(6) 


IACUC Semi-annual Surgical Site Inspections 
Kb)(6) 


Conducted on 
9/18/19, 9:10 AM 


IACUC Semi-annual Non-USDA Surgical Site Inspection Report 


Thank you for facilitating the IACUC Semi-annual Non-USDA Surgical Site inspection of your lab. The 
Office for Laboratory Animal Welfare (OLAW) requires all laboratories performing either survival or non- 
survival surgery to be inspected by the IACUC every six months: Thank you for your cooperation in helping 
us fulfill this mandatory compliance requiremeni. 


This report is a summary of the surgical site inspection for your laboratory. Any deficiencies will be listed in 
either the Minor deficiency section or the Significant deficiency section. Corrective actions will be given for 
any deficiencies listed and a deadiine will be given for notifying the [ACUC Office that the corrective actions 


have been completed. 
the IACUC Post-approval Monitor (b)(6) or by e-mail at 
if you have any questions, concerns, or commenis. 


LETTE TNT 


"ES ie 
== i 


Are there any significant deficiencies? Yes a 


1. One lab surgeon did not administer anaigesia the 
days after surgery as was required in the lab’s 
ACORP and in accordance with the University of 

lowa’s Guidelines on Analgesia. 


oe Fe 


g ELI OUR BNOIRD oe : a 
Are there any corrective actions? 


Per OLAW regulations and IACUC Policy, corrective actions for Significant Deficiencies that affect the 
health or safety of the animal and/or the safety of personnel must be completed within a specified time 
which is to be determined by the Institutional Official (10), the IACUC Chair, the Attending Veterinarian, the. 
IACUC Office Director, and other OAR Clinical Veterinarians. The surgeon must immediately begin 
complying with analgesia administration requirements as stated in the ACORP (and any U of | 
protocols). All other corrective actions should be completed by 9/26/2619. 


Corrective actions for Minor Deficiencies are io be completed by (NA) and the IACUC Post-approval 
Monitor should be contacted by e-mail {(b)(6) and informed that the corrective actions 


have been completed. . 


1. The lab member involved musi immediately begin 
complying with the analgesia administration 
requirements as stated in the ACORP.  « 

2. The lab member involved must carefully read the 
surgery and analgesia appendixes of the ACORP. 

3. The lab member involved must read The IACUC 
Guidelines on Anaigesia. 

4. The lab member involved must schedule a meeting 

with me to discuss the significant finding. 


List the corrective actions: 


List recommended actions: 


Surgical Site Inspection Rating: 


Comments/Notes 


1. Please have you and your laboratory personnel 
read the IACUC Guidelines for Analgesia. It can 
be found at: 


htto://animal.research.uiowa.edu/iacuc- 


improvement. 


Thank you for facilitating the Semi-annual Surgical Site 


Inspection of your lab. Please contact me if you have any 
questions or concerns regarding this report. 
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* To: 
Ce: 
Subject: EXTERNAL] RE: Notification of inciden 
Date: Friday, October 4, 2019 11:27:52 AM 
Hello All: 


T have completed my investigation into this incident. The lab member stated in an e-mail 
to one of our vet techs that he did not treat the mice that day because they were in a 
barrier facility and he had needed to enter a non-barrier facility earlier in the day and knew 
he could not go into the barrier facility later. He confirmed this statement with me when 


we Iriet He also stated that he did not come into work on the 14" due to being ill. He did 
however respond to the vet staff communication and requested that they treat the animals 


on the 14, The treatment was completed as requested. 


I have completed retraining with him. The training included why it is important to follow 
veterinary directed treatments and to make sure the treatment cards get completed to 
verify treatment: It also included what to do when he couldn’t get in to treat or monitor 
animals. It should also be noted that the vet staff did not report any significant animal 
health issues are a result of the missed treatment. 


Please let me know if you require any additional information. 


b)(6) 


sessseanenencgnenneanee ouseveennesstans onsaneencnessstrousien oasedssn{eonanssuannnaneemeaeanaagtscasneusege eevenaeannoyuise sennsseasateeess 


From: IACUC-Post-Approval 
Sent: Wednesday, October 2, 2019 4:16 PM 


To:(b)(6) 
Ce: 
Subject: Notiication of inciden 


Hil(b)(6) 

Our IACUC Office received a report of 2 cage of singly housed mice thatdid not receive 
veterinary directed treatment for eye lesions. The lab involved is the|(0)(6) pn ACORP 
(b)(6) The lab member,(b)(6) did not come in on 9/13 or 9/14 to administer 
day treatments of the eye ommencas airected by our vet staff. OAR administered the 
treatment on the 14" at the lab member’s request. 


I have asked (b)(6) to have (b)(6) |to schedule a meeting with me to discuss the 
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incident. ‘I will update you when I have more information. 


Hello: 


have completed my discussion with|(®)(6) —_ [regarding the combining of cages to 
od 


euthanize mouse. (( ndicated that trie only training she had received for euthanizing 
mice came during cility orientation earlier this year. I asked if anyone in the lab had 
provided training or supervision and she replied no. She said she thought they assumed 
she was already trained from a previous lab rotation. I instructed her to ask for 
help/training when she know that she has not done a procedure before. I also 

tee ete hat he reevaluate his process for training and supervision of 
new lab members. 


(b)(6)has completed retraining of euthanasia methods both by me and by the veterinary 
Star at the time the incident occurred. Please let me know if you require any additional 
information from me. 


NNN A REE AC MONO 


From: IACUC-Post-Approval 
Sent: Friday, December 13, 2019 10:30 AM 


TSAO OY am ce ee 
EM se a 


Subject: Notification of incident 
Importance: High 


Hello All: 


I received a report late yesterdav_of a non-compliance incident involving th (oy6) 
The incident was on his ACORP(®)(6) —_—_|An OAR vet tech observed a lab memmer|(b)(6) 
(b)(6) jeuthanizing 3 cages mice WIth CUZ. The lab member had combined multiple tage 
into the 3 cages. Two cage had 10 adult animals each, and the third cage had 10 adult 
mice and what appeared to be pups from multiple litters. The AVMA Guidelines on 
Euthanasia do not recommend combining unfamiliar animals before euthanasia and the 
University of Iowa Guidelines on Euthanasia state that animals cannot be combined and 
that they should be left in the home cage whenever possible to reduce distress. 


Lam investigating the matter further. I have a meeting setup with (b)(6 lfor next week to 


17. 


discuss the incident and to provide retraining. has been informed of the 
incident and that I would be contacting your office. I will Update you with my findings 
once I’ve completed my investigation. Please let me know if you have any additional 
questions or concerns. 


(b)(6) 
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IACUC Semi-annual Rodent 
Surgical Site Inspections 


conducted for 


(56) 


IACUC Semi-annual Surgical Site Inspections 
b)(6) 


- Conducted on 
9/18/19, 9:10 AM 


™ 


IACUC Semi-annual Non-USDA Surgical Site Inspection Report 


Thank you for facilitating the |ACUC Semi-annual Non-USDA Surgical Site inspection of your lab. The 
Office for Laboratory Animal Welfare (OLAW) requires all laboratories performing either survival or non- 
survival surgery to be inspected by the [ACUC every six months. Thank you for your cooperation in helping 
us fulfill this mandatory compliance requiremeni. 


This report is a summary of the surgical site inspection for your laboratory. Any deficiencies will be listed in 
either the Minor deficiency section or the Significant deficiency section. Corrective actions will be given for 
any deficiencies listed and a deadline will be given for notifying the IACUC Office that the corrective actions 
have been completed. 


g g i $F & s es ee 
oe pea GREETS: ee % LOE 


Are there any minor deficiencies? 


There are no minor deficiencies. 


BES ve pe 


Pepe 
s ies 
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oe aegis LG ORES 


1. One lab surgeon did not administer analgesia the 
days after surgery as was required in the lab’s. 

ACORP and in accordance with the University of 
lowa’s Guidelines on Analgesia. 


a se ee i is ee Bese 


Per OLAW regulations and I|ACUC Policy, corrective actions for Significant Deficiencies that affect the 
health or safety of the animal and/or the safety of personnel must be completed within a specified time 
which is to be determined by the Institutional Official (IO), the IACUC Chair, the Attending Veterinarian, the 
IACUC Office Director, and other OAR Clinical Veterinarians. The surgeon must immediately begin 
complying with analgesia administration requirements as stated in the ACORP (and any U of I 
protocols). All other corrective actions should be completed by 9/26/2019. 


Corrective actions for Minor Deficiencies are to be completed by (NA) and the IACUC Post-approval 
Monitor should be contacted by e-mail (iacuc-pam@uiowa.edu) and informed that the corrective actions 
have been completed. 


The lab member involved must immediately begin 

complying with the analgesia administration 

requirements as stated in the ACORP. 

-2. The lab member involved must carefully read the 
surgery and analgesia appendixes of the ACORP. 

3. The lab member involved musi read The IACUC 
Guidelines on Analgesia. 

4. The lab member involved must schedule a meeting 

with me to discuss the significant finding. 


List the corrective actions: 
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Surgical Site Inspection Rating: 


Comments/Notes 


1. Please have you and your laboratory personnel 
read the IACUC Guidelines for Analgesia. lt can 
be found at: 
hito://animal.research.uiowa.edu/iacuc- 
guidelines-analgesia. 


Improvement 


hank you for facilitating the Semi-annual Surgical Site 
Inspection of your lab. Please contact me if you have any 
questions or concerns regarding this report. 
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To: * iz 


Johnson-Mekota. Judith L. 
Ce: (b)(6) 
Subject: ORO Noncomp lance Signature 
e; fj Ci $+ 


Date: Thursday, June 8:44:00 AM 


Attachments: ORO Report 


Hi Judy, 
Will you please sign the attached _report of noncompliance that occurred? Please let me know if you 
, have any questions. Thank you. } b)(6) 


(6)(6) 


DATE: 
FROM: 
' SUBJ: 
TO: 


DEPARTMENT OF 
VETERANS AFFAIRS Memorandum 


June 11, 2019 

Director, lowa City VA Health Care System, lowa City, lowa (636A8/151) 

Animal Care Noncompliance 

Director, Office of Research Oversight (ORO), Research Safety & Animal Welfare Programs 


4. The purpose of this memorandum is to inform the Office of Research Oversight (ORO) of 
animal care noncompliance that occurred at the lowa City Department of Veterans Affairs (VA) 
Health Care System (ICVAHCS). 


a. Research Project:|(b)(6) 

b. IACUC Number: 
2. Summary of Incident: On May 15, 2019, the VA Veterinary Medical Officer (VMO) and VA 
IACUC Chair were notified by the Office of Animal Resources at the University of lowa (UI) of a 
noncompliance issue involving a VA approved protocol (ACORP). The lab conducted a procedure 
(electro-cardiogram and injections of epinephrine and caffeine) on a strain of mice (Jph2). Animal 
deaths did occur due to the phenotype of the strain. The VA ACORP did not have the strain of 


mice, the procedure, or a description of the adverse phenotype. The investigator did have a Ul 
protocol that lists the strain and procedure, but no description of the adverse phenotype. 


3. Plan of Action: The noncompliance was discussed at the June 6, 2019 VA IACUC meeting 
and the committee determined the incident to be reportable. The mice have been transferred 
from the VA ACORP to the UI protocol. Discussions have occurred with investigator to ensure 
that all laboratory personnel know what protocol lists their projects, animals, and procedures. The - 
UI did ask him to amend his protocol to describe the expected adverse phenotype of sudden 
death. 


4: Please contact, (b)(6) for further 


information. 


JUDITH L. JOHNSON-MEKOTA, FACHE 


ce: Office of Laboratory Animal Welfare 
Association for Assessment and Accreditation of Laboratory Animal Care, International 


From: (b)(6) 


To: Johnson-Mekota, Judith L. 

Ce; Tunic, Javed H. 

Subject: ‘ORO Report of Noncompliance 
Date: Friday, October 4, 2019 9:50:00 AM 
Attachments: lowa City VA Report to ORO.odf 

Hi Judy, 


Please sign the attached report regarding noncompliance that has occurred with an animal protocol. 
Ail corrective actions have been taken. Thank you. 


(b)(6) 
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DATE: 
FROM: 
SUBJ: 
TO: 


DEPARTMENT OF 


VETERANS AFFAIRS Niemorand um 


October 4, 2019 

Director, lowa City VA Health Cie System, lowa City, lowa (636A8/151) 

Animal Care Noncompliance | 

Director, Office of Research Oversight (ORO), Research Safety & Animal Welfare Programs 


1. The purpose of this memorandum is to inform the Office of Research Oversight (ORO) of 
animal care noncompliance that occurred at the lowa City Department of Veterans Affairs (VA) 
Health Care System (ICVAHCS). 


a. Research Project(b)(6) 

b. IACUC Number: ; 
2. Summary of Incident: On September 23, 2019, the VA Veterinary Medical Officer (VMO) 
and VA IACUC Chair were notified by the Office of Animal Resources at the University of lowa 
(UI of a noncompliance issue involving a VA approved protocol (ACORP). During the semi- 


annual inspection, it was discovered that one lab surgeon did not administer analgesia the days 
after surgery as was required in the lab’s ACORP. 


3. Plan of Action: The noncompliance was discussed at the October 3, 2019 VA IACUC 
meeting and the committee determined the incident to be reportable. The following corrective 
actions were required: 1) The lab member involved must immediately begin complying with the 
analgesia administration requirements as stated in the ACORP. 2) The lab member involved must 
carefully read the surgery and analgesia appendices of the ACORP. 3} The lab member involved 
must read the [ACUC Guidelines on Analgesia. 4) The lab member involved must schedule a 
meeting with the semi-annual inspection team to discuss the significant finding. It was confirmed 
on October 4, 2019 that these corrective actions have been completed. 


4. Please contact, |(b)(6) for further 


information. 


JUDITH L. JOHNSON-MEKOTA, FACHE / 


cc:, Office of Laboratory Animai Welfare. 
Association for Assessment and Accreditation of Laboratory Animal Care, International 


DEPARTMENT OF VETERANS AFFAIRS 
Veterans Health Administration 
Palo Alto Health Care System 
3801 Miranda Avenue 
Palo Alto, CA 94304 


In Reply Refer To: OOPO 
FOIA 20-02897-F 


January 23, 2020 


Russ Kick 

New England Anti-Vivisection Society 
333 Washington Street, Suite 850 
Boston, MA 02108 


Dear Mr. Kick: 


This letter is the initial agency decision to your December 23, 2019, request under 
the Freedom of Information Act (FOIA), 5 U.S.C. § 552, submitted to the VA Palo Alto 
Health Care System (VAPAHCS) for a copy of the following: i 


1a) According to The Guide for the Care and Use of Laboratory Animals (The 
Guide), 8th edition, all entities must have a system in place for anyone (insiders or 
members of the public) to report concerns regarding animal welfare at a facility. These 
reports are either made direcily to the IACUC Chair or a designated representative, or 
they eventually are routed to the IACUC Chair/representative. We request all such 
reported concerns received by the Chair since January 1, 2019. (This would encompass 
all appendices, annexes, attachments, and accompanying documenis, including photos 
and videos in their original formats and resolution.) ; 

1b) Further, for all such reported concerns deemed supported, we request the 

notification sent to the Institutional Official. The time frame is January 1, 2019, to 
present. (This would encompass all appendices, annexes, attachments, and 
accompanying documents, including photos and videos in their original formats and 
resolution.) 

f 

2a) Per The Guide, all entities must have a system in place for investigators to 
notify the IACUC and/or attending veterinarian of adverse events, unexpected or 
unanticipated outcomes, violations of protocols, and other incidents involving animal 
welfare that occur during their studies/experiments. We request all such notifications 
received by the IACUC or AV since January 71, 2019. (This would encompass all 
appendices, annexes, attachments, and accompanying documents, including photos and 
videos in their original formats and resolution.) 


2b) Further, we request all notifications sent to the Institutional Official regarding 
these reported incidents. The time frame is January 1, 2019, to present. (This would 
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encompass all appendices, annexes, attachments, and accompanying documenis, 
including photos and videos in their original formats and resolution.) 


Your FOIA request was received in my office on December 30, 2019 and was 
assigned the tracking number at the top of this letter. In addition, we have placed your 
request in the simple processing category. We conducted a search for records 
responsive to your FOIA request that were gathered or created by VAPAHCS on or before 
December 30, 2019. 


Your request for fee waiver was addressed and responded to in the 
acknowledgment letter sent to you on January 14, 2020. | notified you that based on the 
analysis of the information you presented in your fee waiver request, | have determined 
that VHA will waive the fees associated with producing records responsive to your FOIA 
request. Therefore, | have granted your fee waiver request. 


The VAPAHCS Research Service conducted a search for documents responsive 
to your request. The search was conducted by utilizing the search criteria of reports made 
to IACUC and notification of incidents to institutional officials within the timeframe of 
January 1, 2019 to December 30, 2019. At the conclusion of the search, documents, 
totaling sixteen (16) pages, were determined to be responsive to your request. 


My review of the documents revealed that they contained information that falls 
within the disclosure protections of FOIA Exemption 6, 5 U.S.C. § 552(b)(6). FOIA 
Exemption 6 permits VA to withhold a document or information contained within a 
document if disclosure of the information would constitute a clearly unwarranted invasion 
of a living individual’s personal privacy. Stated another way, VA may withhold information 
under FOIA Exemption 6 where disclosure of the information, either by itself or in 
conjunction with other information available to either the public or the FOIA requester, 
would result in an unwarranted invasion of an individual’s personal privacy without 
contributing significantly to the public’s understanding of the activities of the federal 
government. 


Specifically, the information | am withholding, as indicated on the enclosed 
documents, under FOIA Exemption 6 consists of names, titles, email addresses and other 
personal identifiers; as the individuals associated with this information have a personal 
privacy interest in it. 


The coverage of FOIA Exemption 6 is absolute unless the FOIA requester can 
demonstrate a countervailing public interest in the requested information by 
demonstrating that the individual is in a position to provide the requested information to 
members of the general public and that the information requested contributes significantly 
to the public’s understanding of the activities of the Federal government. Additionally, the 
requester must demonstrate how the public's need to understand the information 
significantly outweighs the privacy interest of the person to whom the information pertains. 
Upon consideration of the materials provided, | have not been able to identify a 
countervailing public interest of sufficient magnitude to outweigh the privacy interest in 
this case. The individuals associated with this information have a personal privacy 
interest in information that outweighs any public interest served by disclosure of their 
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identities under FOIA. Consequently, | am denying your request for this information under 
FOIA Exemption 6, 5 U.S.C. § 552 (b)(6). 


lf you disagree with my determination to withhold the information under FOIA 
Exemption 6, please be advised you may appeal to: 


Office of the General Counsel (024) 
Department of Veterans Affairs 

810 Vermont Avenue, N.W. 
Washington, D.C. 20420 


Email: ogcfoiaappeals@va.gov 


If you should choose to file an appeal, your appeal must be postmarked or 
electronically transmitted no later than ninety (90) calendar days from the date of this 
letter. Please include a copy of this letter with your written appeal and clearly state why 
you disagree with the determinations set forth in this response. 


You may also seek assistance and/or dispute resolution services for any other 
aspect of your FOIA request, excluding the release determination, from VHA’s FOIA 
Public Liaison and or Office of Government Information Services (OGIS) as provided 


below: 


VHA FOIA Public Liaison: 


Email Address: vhafoia2@va.gov 
Phone Number: (877) 461-5038 


Office of Government Information Services (OGIS) 


Email: ogis@nara.gov 
Fax: (202) 741-5769 
Mailing address: Office of Government Information Services 


National Archives and Records Administration 


8601 Adelphi Road 
College Park, MD 20740-6001 


l 
Thank you for your interest in VA. If you have any further questions, please feel 
free to contact me at (650) 493-5000, extension 64616 or via email 


PALOALTOFOIA@va.gov 


Sincerely, 


to 


na Marie S. Vitente 


‘for Officer 
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Department of Memorandum 


Veterans Affairs 


Date: 


September 30, 2019 


From: Chair, Subcommittee on Animal Studies, VA Palo Alto Health Care System (640/151) 


Subj: 


To: 


Notice of a Reportable Incident Under Applicable Federal Standards Related to Animal 
Research 


Director, VA Palo Alto Health Care System (640/00) 


1. This memorandum serves as notification of a reportable incident under applicable 
federal standards related to animal research at the VA Palo Alto Health Care System 
(VAPAHCS). Specifically, the incident involves failure to adhere to the Institutional Animal 
Care and Use Committee (IACUC) approved protocol and conditions that jeopardize the 
health and well-being of animals. 


2. The relevant research project is Protocol #(j[al, funded by administrative, residual 
funds. 


3. On August 22, 2019, the VMU Animal Health Technician (AHT) observed a 
proficiency demo for a tissue (small pieces of human cartilage) implant procedure with a 
Research Staff working on protocol #@]g§. During the demo, a number of items were 
identified for improvement and the AHT verbally instructed the Research Staff not to 
perform any additional procedures until the proficiency demo could be repeated. On 
August 23, 2019, the AHT discovered four animals with surgical wounds under protocol 
(a with the Research Staff as the point of contact (POC). 


4, The IACUC Chair met with the Principal Investigator (PI) and the Research Staff 
and the following were identified as concems: 


a. Two incisions were made on the animals instead of the one described in the 
Protocol 

Animals were not cleanly shaved. 

Analgesia was not provided to the animals as described in the Protocol. 

The AHT reported that instructions given to the Research Staff on August 22, 2019 
were translated by another Staff Member from the same research lab. This 
Research Staff is who performed the additional surgeries on August 23, 2019. 


aor 


5. The IACUC discussed the facts of this incident and the standards provided in VHA 
Handbook 1058.01 and PHS policy IV.F.3 at a convened meeting on August 27, 2019 and 
again on September 24, 2019. The Committee determined that this incident was a 
reportable incident under applicable federal standards as the incident involved failure to 
adhere to the IACUC-approved protocol and conditions that jeopardized the health and 
well-being of the animals. The following remediations were implemented: 
a. The PI amended the Protocol to reflect procedure being done. The revised 
Protocol was approved on September 24, "2019. 
b. The PI removed the Research Staff member who performed the surgeries on 
August 23, 2019 from the Protocol and advised the IACUC that the Staff Member 
will no longer work with animals. 


wn ec seam ma ti SES SP TO OE NS 


C. 


d. 


6. 


The remaining staff member listed under Protocol will perform another 
proficiency demo with the VMU AHT prior to performing any surgeries. 

Effective immediately, the VMU Staff will document in writing to the Pl and 
Research Staff the outcome of any proficiency demo, within 24 hours; however, 
notices instructing work cannot be performed are to be sent immediately following 
the demo. 


. The IACUC stressed the importance of VMU staff members being able to 


effectively communicate both in writing and verbally to researchers and expressed 
concer that instructions were translated. The IACUC requested the VMU staff 
notify the IACUC of any personnel who are unable to communicate with the VMU 
staff in the absence of a translator. Those staff will be evaluated by the IACUC 
and discussed with the PI! prior to that staff member being approved to conduct 
animal procedures. 


Thank you for your consideration regarding this matter. Should you wish to discuss 


anything further, Oiieg do not hesitate to contact (SM, IACUC Administrator, at 


(b)6 


cc: Chief of Staff (11) 
Associate Chief of Staff for Research (151) 
Chair, Research & Development Committee 


Department of Memorandum 
Veterans Affairs 


Date: September 3, 2019 : 


From: Chair, Subcommittee on Animal Studies, VA Palo Alto Health Care System (640/151) 


Subj: Notice of a Reportable Incident Under Applicable Federal Standards Related to Animal 


To: 


Research 


Director, VA Palo Alto Health Care System (640/00) 


14. This memorandum serves as notification of a reportable incident under 
applicable federal standards related to animal research at the VA Palo Alto Health Care 
System (VAPAHCS). Specifically, the incident involves conditions that jeopardize the 
health and well-being of animals. 


2. The incident occurred in the Veterinary Medical Unit involving animals within the 
of the building. 


3. During the months of July and August, the [ii of the VMU has had significant 
temperature instability. The wing, specifically (915 , has consistently been on the 
high side of the allowable temperature range, peaking at 88 degrees. The room has 
also recorded a temperature as low as 58 degrees. In (QGRREEEMM. two litters were 
found dead, one during the time the temperature dropped below 60 degrees and another 
litter at the time temperatures exceeded 83 degrees. During the swings in temperature, 
the VMU staff did the following: (1) opened animal housing room doors; (2) placed fans 
in the corridor to pull cooler air into the rooms; (3) placed fans within the animal housing 
rooms; and (4) placed heaters in the room when temperatures were cold. 


4. Engineering has worked with the HVAC contractor on remediations. Specifically, 
the following was done/reported: 


a. A faulty actuator was determined to be the cause of the high temperatures. The 
Contractor has replaced the faulty actuator valves. 

b. A delay occurred with receiving the appropriate parts as the parts had to be 
shipped from Europe. Extra valves were ordered to have on site in the event of 
another failure. 

c. The cold temperature was most likely due to closing of the hot water valve 
feeding the air handler being closed by a technician. The contractor has been 
reminded not to take similar actions. 


5. The IACUC discussed the facts of this incident and the standards provided in 
VHA Handbook 1058.01 and PHS policy !V.F.3 at a convened meeting on August 27, 
2019. The Committee determined that this incident was a reportable incident under 
applicable federal standards as the incident involved conditions that jeopardize the 
health and well-being of the animals. 


6. The IACUC discussed the health impact of the temperature failure and noted the 
impact goes beyond the death of two litters. All regular animal housing rooms are 
designed to maintain a positive air pressure to keep outside, and poientially 
contaminated, air from getting into the room. During the days of high temperature, the 


VMU staff manually adjusted the animal housing room temperature by opening the doors 
and placing fans in the corridor to pull cooler air into the rooms. This procedure broke 
the barrier designed for protecting the animals from outside environment, it also allows 
lights in the corridor to reach into the housing rooms during the supposedly dark cycle 
for the mice and disrupt their circadian rhythm. Frequent occurrence of this intervention 
can have a significant long-term negative impact on the health and well-being of the 
animals. 


The IACUC also discussed the corrective actions implemented by Engineering and 
requested the Committee be informed of the temperature ranges after the faulty parts 
have been replaced. The Committee also requested Engineering review the response 
times from the Contractor and ensure an expectation regarding timely response be 
communicated to the Contractor. 


re Thank you for your consideration regarding this matter. Should you wish to 
discuss anything further, please do not hesitate to contact [ (b)6 el IACUG 


Administrator, at 


cc: Chief of Staff (11) 
Associate Chief of Staff for Research (151) 
Chair, Research & Development Committee 


Subject: FW: [EXTERNAL] 


From: (os 
Date: Friday, Oct 11, 2019, 12:55 PM . 


A 
Cc: 
Subject: [EXTERNAL] 


Hi a 


There have been two cohorts of mice receiving cranial irradiation where all of the mice are now presenting 
with purulent ocular discharge OU, slightly hunched posture, QAR, and a dull coat. This is not an expected 


outcome, can you advise? ~ = 


t 


Best Regards, 


(b)6 

Veterinary Medical Unit; VA Palo Alto 
Animal Health Technician 
Compliance and Training Coordinator 


650:493-5000 ext (EE 


For Controlled Substances, Pharmaceuticals, or Laboratory Services please direct your requests to 
(b)6 . 


~ 


2 ——————————————— 


Subject: FW: FDIC Fasting 


oe a tee ew - ~ 


From: (tos 
Sent: Monday, June 3, 2019 11:55 AM 

7c SAE TY 

eNO Se ee ee 
Se ee ee) 


Subject: RE: FDIC Fasting 


Hi a, 


and | spoke in detail this morning and | wanted to send you a summary of what we discussed. 


This is regarding an incident last week where some animals on died after fasting: 
3 animals were found dead in a cage: Chemerin KO’s 
4 animals were found dead in a cage: Chemerin KO’s 


1 B6 wildtype animal on died after fasting as well. This animal did have signs of mild ulcerative dermatitis prior 
to fasting. 


The animals were fasted at approximately 6:30 pm on 5.28.19 and found dead on 5.29.19 at 930 am. The caretaker and 
the facility supervisor checked the water bags for patency, and they were determined to be functioning normally. All 
animals had nesting material, and the temp low overnight was 67F. The animals were not in the condition for necropsy 
upon being found. 


Per aa: 


2 mice were 6-7 months old: both were single housed with nesting material 
1 was a chemerin KO and 1 was a wildtype mouse with signs of ulcerative dermatitis 
l 6 mice were over 15 months old: Chemerin KO’s 


The Chemerin KO’s have an altered metabolism, in which the KO’s are leaner on low fat diet, but gain more weight ona 
high fat diet. 


No procedures were performed on these mice other than being ona low fat diet. All mice appeared healthy prior to 
fasting aside from the wildtype mouse with dermatitis. 


has fasted chemerin KO’s overnight in the past, but these mice were younger in age (5-6 months of age). 


it is possible that these mice died as a result of the older age and altered metabolism. The wildtype mouse could have 
died due to lower temperatures or due to the fact that the mouse was already sick prior to fasting. 


At this point, we will place a hobo in the cage and place the cage on the rack at the location of the cages to determine 
what the temperatures read at that location in comparison to the rest of the housing room. 


~ 


Hi, 


As these are your Chemerin KO’s, do you have any information to add about their altered metabolism that may have 
caused the death of these animals after fasting? 


Thanks, 


CO a 


Subject: FW: [EXTERNAL] Re: 


From: ((o}é 
Sent: Tuesday, December 17, 2019 12:34 PM 


7: TET 
MN 


(b)6 


Subject: RE: [EXTERNAL] Re: 
Hi 


I wanted to inform you that unfortunately | am required to report that(@fJ unintentionally performed a procedure that 
was not approved in one of your ACORPs to the IACUC. This procedure was initially flagged because an animal was ina 
moribund state. NPC x CD22 ko mice were implanted with a SQ implant plus cannula and delivered soluble CD22. We did 
not see this in your ACORP. 

Furthermore, (jg and | searched through your closed ACORPs to efeck whether this procedure was previously 
approved. 


7 


Please let me know if you want to discuss over the phone or in person. 


Thank you, 


I ares 


Subject: FW: NPC mice 


From: 
Sent: Wednesday, November 27, 2019 12:39 PM 
To: 

Subject: FW: NPC mice 


Hi. 


| just want to make the IACUC aware that there is a concern with the NPC mice in the (RE lab. may not be 
appropriately monitoring the animals. FYI that [gj also has a history of overcrowded cages and not appropriately 
separating animals. 


also has NPC mice. However, when | requested he begin monitoring the animals per the ACORP, he began to do so 
immediately. 


| will keep you updated as to whether) has any records. 


Thanks, 


™! 


Subject: FW: [EXTERNAL] surgery training 


importance: High 


From: ((o[5 

Sent: Friday, August 23, 2019 7:44 PM 
To: 

Ce: 

Subject: Re: [EXTERNAL] surgery training 


Hi fj and Gia. 


ie Yesterday | observed your technique performing the skin wound + implantation of human tissue from ACORP 
(OEE. Following the procedure we discussed many concerns ! had including deviations from the ACORP, 
insufficient aseptic techniques, proper anesthesia/post procedural monitoring record keeping, and 
appropriate use of analgesia. We agreed that neither of you would perform the procedure again until we 
could refine these processes, at which time | would monitor the procedure for a second time. 


| retained the analgesic medication used during this procedure since the lab could not provide appropriate 
storage for controlled substances on campus. This evening, when | returned to administer buprenorphine to 
the post-op patient, the cage was gone. As | explained, this must be recorded on the post procedural 
monitoring records. 


Anew Cage of 4 mice with the POC was found in place of the previous animal. All four mice appear to 
have had a subcutaneous procedure performed. There a no records available to indicate what was done to 
these animals, when, how, or by whom. Since | am well aware that you do not have analgesic medication, | 
can only assume that this procedure was done without any analgesia. 


1 emailed you both to contact me immediately at 6:40 PM. Since there is no emergency contact information 
available | am going to have to euthanize these animals. Do not perform any more procedures until the 
situation has been reviewed and we contact you on how to proceed. 


Best Regards, 


(b)6 
Veterinary Medical Unit, VA Palo Alto 
Animal Health Technician 


Compliance and Training Coordinator 


650-493-5000 ext. 


For Controlled Substances, Pharmaceuticals, or Laboratory Services please direct your requests to 


011 


(6 ke nc me ere ee 


From: 

Sent: Thursday, August 22, 2019 2:38 PM 
To: 

Ce: aes 5 

Subject: FW: Summary of hvac issue 
Attachments: A109.jpg; A109-2,jpg; A109 today.jpg 
Hi 

Please see summary of hvac issues below for the iacuc meeting 
Thanks, 

Sent with BlackBerry Work 

(www.blackberry.com) 

From: 

Date: Thursday, Aug 22, 2019, 2:12 PM 

To:(Dy\a : 


Subject: RE: Summary of hvac issue 
ta(b)6 Fi 


Hopefully some picture are better than a thousand words. 


Room(Qial 


Beginning the week of 7/8/19 
Temperatures reach highs between 76 to 78 degrees daily. On 7/12, Siemens personnel adjusted the “set points” lower 


by a few degrees. 
* 7/16and 7/17, the temperature again exceeded 76 degrees. The room door was room door opened and fans 


were used to pull cooler corridor air into the room. We continued to install fans at the room door in order to 
keep the temperatures lower. 


« 7/26, a malfunction with the (i chiller caused the temperature to peak at 88 degrees (Effected all QS 
rooms). 


« 8/12 Another|Q) chiller malfunction caused the temperature to reach 83 degrees (effected all (a 
rooms) ‘ 


* 8/15 Contacted Siemens (gH regarding high temperature ing. The hot water feed for (gj was adjusted 
to reduce the heating (same for EM. : | 


e 8/20 Contacted Engineering (regarding the low temperature in room (@jg. He indicated that he would 
send someone over and also try to contact Siemens. 


© 8/22 Asiemens technician here at approximately 12:30PM to adjust the hot water feed/flow for (aij 


C * 
From: as yo 


Sent: Thursday, August 22, 2019 10:47 AM 


To: aS 5 es 


Subject: Summary of hvac issue 


Hi, 


Can you please write a summary of the hvac issue in 109 for the iacuc? Can you start with when it initially overheated? 
Thanks, 


Sent with BlackBerry Work 
(www.blackberry.com) 
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Vitente, Ana Marie S. 


From: Vitente, Ana Marie S. 

Sent: Thursday, January 23, 2020 9:23 AM 

To: Russ Kick 

Subject: RE: [EXTERNAL] FOIA request 
Attachments: IAD.pdf; Responsive Records_Redacted.pdf 


Good Morning Mr. Kick, 


Attached is our response to your FOIA request. Thank you for your interest in VA. 


Ana Marie 

Ana Marie S. Vitente, RN 

Privacy Officer/FOIA Officer 

VA Palo Alto Health Care System 
Tel# 650-493-5000 X64616 

Fx# 650-849-0325 


email: anamarie.vitente@va.gov 


*“*Privacy issues/questions send to: V21PALPrivacyoffice@va.gov. 
****EOIA requests/questions/issues send to: paloaltofoia@va.gov. 


From: Russ Kick <rkick.contractor@neavs.org> 
Sent: Monday, December 23, 2019 9:33 AM 
To: Russ Kick <rkick.contractor@neavs.org> 
Subject: [EXTERNAL] FOIA request 


New England Anti-Vivisection Society 
333 Washington Street, Suite 850 
Boston MA 02108 


Dear FOIA Officer: 
This is a request under the Freedom of Information Act. 


This request concerns the Institutional Animal Care and Use Committee (IACUC) at your VA facility. (If there is 
more than one IACUC, this request applies to all of them.) 


1a) According to The Guide for the Care and Use of Laboratory Animals (The Guide), 8th edition, all entities 
must have a system in place for anyone (insiders or members of the public) to report concerns regarding 
animal welfare at a facility. These reports are either made directly to the IACUC Chair or a designated 
representative, or they eventually are routed to the IACUC Chair/representative. We request all such reported 
concerns received by the Chair since January 1, 20179. 

(This would encompass all appendices, annexes, attachments, and accompanying documents, including 
photos and videos in their original formats and resolution.) 


1b) Further, for all such reported concerns deemed supported, we request the notification sent to the 
Institutional Official. The time frame is January 1, 2019, to present. 
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(This would encompass all appendices, annexes, attachments, and accompanying documents, including 
photos and videos in their original formats and resolution.) 


2a) Per The Guide, all entities must have a system in place for investigators to notify the IACUC and/or 
attending veterinarian of adverse events, unexpected or unanticipated outcomes, violations of protocols, and 
other incidents involving animal welfare that occur during their studies/experiments. We request all such 
notifications received by the IACUC or AV since January 1, 2079. 

(This would encompass all appendices, annexes, attachments, and accompanying documenis, including 
photos and videos in their original formats and resolution.) 


2b) Further, we request all notifications sent to the Institutional Official regarding these reported incidents. The 
time frame is January 1, 2019, to present. 

(This would encompass all appendices, annexes, attachments, and accompanying documents, including 
photos and videos in their original formats and resolution.) 


FORMAT 


We request that these records be released in any digital formats in which they exist, such as Excel, PDF, Word, JPG, MP4, 
etc. We request that all photos and videos be released in their original formats and resolutions. 


If possible, please email the documents to rkick.contractor@neavs.org. Otherwise, please mail CDs to the above 
address. In the event that any documents exist only on paper—and are not in any digital format whatsoever—please 
mail the records to the above address. 


FEE WAIVER 


We request a fee waiver, as the records we seek are not in NEAVS's commercial interest and very much serve the public 
interest. They will be freely distributed to the public, and we will use our skills to analyze and explain them, 
incorporating them into distinct works that inform the people of the US and beyond. 


NEAVS is a long-lived public interest organization, founded in 1895, and is a national 501(c)(3) nonprofit charitable 
organization. We have members in all 50 states and multiple countries. As a nonprofit charitable organization, NEAVS 
has no commercial interest in the requested information. 


NEAVS qualifies as a member of the media for the purposes of public records requests. NEAVS regularly utilizes open 
records laws to gather information related to taxpayer-funded animal experimentation, uses its editorial skills to turn 
raw material into distinct work, and distributes that material to an audience, either on its own website, blog, social 
media, and mailing list, or through connections with traditional news media. 


NEAVS is committed to using public records to create unique works that help the general public understand government 
activities, particularly as they relate to taxpayer-funded animal experimentation—the very context of this request. 
NEAVS has the requisite ability and intent to analyze and disseminate this information to the public. Under the Freedom 
of Information Act and Cause of Action v. FTC, NEAVS is a representative of the news media. 


If a waiver will not be granted, please inform us of the cost before proceeding. 


Thank you for your assistance. If you have any questions about this request, please contact me 
at rkick.contractor@neavs.org, or by phone at 520-589-4776. 


Sincerely, 


Russ Kick 


¢ 


Open Records Specialist 
New England Anti-Vivisection Society (NEAVS) 


ee 


y 5 Department Department of Veterans Affairs Medical Center 
5] ee a 3200 Vine Street 
is) of Veterans Affairs Cincinnati, Ohio 45220-2251 


January 28, 2020 


FOIA Request No.: 20-02858-F 


Russ Kick : 
New England Anti-Vivisection Society 
333 Washington Street, Suite 850 
Boston, MA 02108 


Dear Mr. Kick: 


This is in response to your Freedom of Information Act (FOIA) request December 
24, 2019 to the U.S. Department of Affairs Cincinnati VA Medical Center for: 


1a) According to The Guide for the’Care and Use of Laboratory Animals (The Guide), 
8th edition, all entities must have a system in place for anyone (insiders or members 
of the public) to report concerns regarding animal welfare at a facility. These reports 
are either made directly to the IACUC Chair or a designated representative, or they 
eventually are routed to the IACUC Chair/representative. We request all such 
reported concerns received by the Chair since January 1, 2079. 

(This would encompass all appendices, annexes, attachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) 

1b) Further, for all such reported concerns deemed supported, we request the 
notification sent to the Institutional Official. The time frame is January 1, 2019, to. . _ sak ou 
present. : 

(This would encompass all appendices, annexes, attachments, and accompanying 

documents, including photos and videos in their original formats and resolution.) \ 
2a) Per The Guide, all entities must have a system in place for investigators to notify 

the IACUC and/or attending veterinarian of adverse events, unexpected or 

unanticipated outcomes, violations of protocols, and other incidents involving animal 

welfare that occur during their studies/experiments. We request all such notifications 

received by the IACUC or AV since January 1, 2019. <2 - 

(This would encompass all appendices, annexes, attachmenis, and accompanying .. 

documents, including photos and videos in their original formats and ‘resolution.) 

2b) Further, we request all notifications sent to the Institutional Official regarding 


ig 


Dae er 


these reported incidents. The time frame is January 1, 2019, to present. 
(This would encompass all appendices, annexes, attachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) 
FORMAT 
We request that these records be released in any digital formats in which they exist, 
such as 
Excel, PDF, Word, JPG, MP4, etc. We request that all photos and videos be released in 
their 
original formats and resolutions. ‘ 

Your FOIA request was received in my office on December 24, 2019. Your FOIA 
request was assigned the tracking number listed at the top of this letter. Please include 
this tracking number in all future communications concerning this FOIA request. 


_ 


specified at 5 U.S.C. § 552(a)(6)(B)(i), i.e., within 20 days (excepting Saturdays, 
Sundays, and legal public holidays) and 5 U.S.C. § 552(a)(6)(B)(i), i-e., within up to an 
additional 10 days (excepting Saturdays, Sundays, and legal public holidays). 


We have estimated that it will take approximately 10 days to complete the 
processing of your request. The FOIA requires at 5 U.S.C. § 552(a)(6)(B)(ii) that under 
this circumstance, we offer you the opportunity to modify your request or arrange for an 
alternative time frame for completing your request. If you desire, you may contact me 
by telephone at 1-513-861-3100 ext. 4371 to pursue the opportunity. 


Refusal to reasonably modify the request or arrange for such an alternative time 
frame shall be considered as a factor in determining whether exceptional circumstances 
exist for the purposes of subparagraph (C), [5 U.S.C. § 552(a)(6)(C)]. 


Please be advised you may appeal the 10-business day extension for completion 
of your request to: 


Office of the General Counsel (024) 

Department of Veterans Affairs 

810 Vermont Avenue, N.W. ie 
Washington, D.C. 20420 


Email: ogcfoiaappeals@va.gov 


If you should choose to file an appeal, your appeal must be postmarked or 
electronically transmitted no later than ninety (90) calendar days from the date of this 
letter. Please include a copy of this letter with your written appeal and clearly state why 
you disagree with the determinations set forth in this response. 

You may also seek assistance and/or dispute resolution services for any other 
aspect of your FOIA request from VHA’s FOIA Public Liaison and/or Office of 
Government Information Services (OGIS) as provided below: 


~ We have determined that your request cannot be processed within the time limits — 


VHA FOIA Public Liaison: 


Email Address: vhafoia2@va.gov 
Phone Number: 877-461-5038 


Office of Government Information Services (OGIS) 

Email: ogis@nara.gov 

Fax: 202-741-5769 ; 

Mailing address: Office of Government Information Services 
National Archives and Records Administration 

8601 Adelphi Road 

College Park, MD 20740-6001 


aS oe _ ~ Dap RTT — 
—~ Ba TE eer een Oe 


If you have any questions about your request, you may contact me at 513-861- 
3100 ext. 4371. 


Sincerely, 


Michelle E. Grady Cag 


FOIA Officer 


20-02858-F 001 


Department of Veterans Affairs Medical Center 
) UST Jepariment 3200 Vine Street 
of Veterans Affairs Cincinnati, Ohio 45220-2251 


Date: August 21, 2019 
From: (2a : cee 
Subj: Reportable non-compliance 
To: Institutional Official, Cincinnati VA Medical Center 


Cincinnati VAMC ( 


On July 26, the Attending Veterinarian (AV) and IACUC chair conducted a walk-through of the 

University of Cincinnati (UC) (XG) facility in the 

e During the walk-through, three (3) cages identified as VA-supporied research animals - 
(barcode #1000045544, 4 mice; #1000045526, 2 mice; #1000045580, 4 mice) were found to 
have undergone unauthorized pain class E procedures involving mammary tumor cell 
injection and resection without analgesics on 6/12/2019 and 6/20/2019. 

e The animals used in the procedures at the UC (Q@¥@Jfacility were produced and supported 
with VA Merit funds. 

e The investigator's VA Merit funded Animal Component of the Research Protocol (ACORP) 
does not cover mammary tumor models that includes injection and resection of tumors from 
the mammary glands. 


This information was presented to the VA IACUC at the monthly meeting on August 20, 2019. 

The I[ACUC determined that the use of VA Merit funding to conduct procedures not included in 
the VA approved ACORP to reflect serious noncompliance. At the time of the finding, 36 days 
post-surgery, the animals had no signs of discomfort. 


The committee made additional recommendations: 
1. The 10 animals produced and supported with VA funds must be transferred to another 
funding source at the (x) (UC). 
2. All off-site VA animals must be transferred to the Cincinnati VAMC OIG. 
3. No further per diems are paid for off-site activity. 


20-02858-F 001 


From CS NE {OK GEE @ucmailucedu> 

Sent Mone July 29, 2019 11:58 AM 

To: Mona i 2019 8AM VHACIN 

Ce: A 0) (6) | VHACIN; KDA VHACIN 
Subject: [EXTERNAL] RE: ACORP Noncompliance ! 

Thank you. Currently all mice are BAR and active — no animal welfare concerns. Just protocol non-compliance. 7 


(b) (6)5 Please add it to the IACUC meeting agenda. 
(b) (6) 
From: (RCs). : VHACIN B(5) (6) lavagou> 


Sent: Monday, July 29, 2019 11:54 AM 


To: (Ox) <(QROMEO ucmail.uc.edu>; VHA IGM KS) 
(b) nt @va.gov> 


ce: {OUG)ovcmei.uc.ecu>; V1. ST <(SSMBC va.cov> 


— - ACORP Noncompliance ! 


lam here. This should be reported to IACUC as a deviation... 
If animals are at risk we can definitely put this on a holding protocol 


From: <(@AGMeucmail.uc.edu> 


Sent: brian July 29, 2019 11:23 AM 

To: OX@) VHACIN <[()X@ EE va.cov> 

Cc:\(e)) (6) <@IOM2 ucmail.uc.edu>; (9) (6) B VHACIN (XG ME @va.cov> QO 
OIOME © va.cov _ 


CONGUE VHACIN < va.gov> 
Subject: [EXTERNAL] RE: ACORP Noncompliance ! 


Hi Wag) 


Did the UC’s IACUC approve the activity on the UC ACORP which was not listed on the VA ACORP? 
Yes, mammary gland tumor model is not an approved activity in VA ACORP but it is on UC IACUC Protocol. 


Also, does UC IACUC have the option of placing study activity on hold pending review by CVAMC IACUC? 
Yes, {@¥@has a hoiding protocol. If committee is in agreement, we can communicate the action to UC IACUC to transfer 
that oho group of mice tol) (6) holding protocol. 


Thank 7 


From: ((e) (6) VHACIN {ONGHEEMEOva.cov> 


Sent: Monday, July 29, 2019 11:08 AM 


To:[(s)) i <(@X¥OMeucmail.uc.edu> 


ce {ONO ucmailucedu>; vi LO I (TREE Cv2.cov>, 
Fe) OM O-=c0> 


Subject: RE: ACORP Noncompliance | 


20-02858-F 002 


Just to make sure | understand this correctly--- 
Did the UC’s IACUC approve the activity on the UC ACORP which was not listed on the VA ACORP? 


Also, does UC IACUC have the option of placing study activity on hold pending review by CVAMC IACUC? 


| was told that both (OR @ Manda will be out the next 2 weeks on travel. 
’m sure (RGR will respond, but it may take a little more time. 


Sent: Monday, July 29, 2019 10:57 AM 


we ) 
From: (9k) <(@QXOye ucmail.uc.edu> 
srex(D) (6) VHACIN < 


va.gov>; (ep me) VHACIN {QO va.cov>; (DX) 
(b) (6) <(OyOe@ucmail.uc.edu> 


Ce: (9) VHACIN <(QI@ MEE @ va.gov> 
Subject: [EXTERNAL] RE: ACORP Noncompliance ! 


Good morning B® \ 


Just wanted to follow up with my earlier e-mail, in addition to analgesics withholding for tumor excision procedure, 
tumor cell implantation in mammary fat pad and mammary tumor excision is not a VA approved activity. This is a 
significant non-compliance and has to be addressed ASAP. 


As per VA ACORP, (RE (6) IEE lab is permitted to inject tumor cells either subcutaneously (flank or back) or intravenous 
only. 


Thank you 


(b) (6) & 
From: (OXG) 


Sent: Friday, July 26, 2019 2:13 PM 
To: VHA-Chard, (()R(@) 


(ONGMEEEEO v2 cov>; VHA EG) 
@va.cov>QE) <(OFOy}e ucmail.uc.edu> 
Ce: VHA-{Q EG) (OGM © ve.cov> 


Subject: ACORP Noncompliance? 


MTEC) (6) 
Happy Birthday !! Sorry to bother you on your birthday. 
| was doing room rounds this morning inf{QX@) - noticed few cages of Waltz mice which are on VA merit grant 


had tumor resection and analgesics were withheld which is not in compliance with VA ACORP (copied and pasted section 
from ACORP). Please offer guidance how we would like to address this. Thank you 


(b) (6) im ; : 


20-02858-F 003 


J. Management of ISDA Category D procedures. Indicate which statement below applies, and provide t 
information requested. 


& (} This protocol does NOT include any Cateqory D procedures. 


& (X) This protocol INCLUDES Category D procedures. List each Category D procedure and provide ihe 
information requested. {Fer surgical procedures described in Appendix 5, only identify ihe proacedurel: 
and enter “See Appendix 5 for details.) 


at 
Monitoring sepia ‘s) by _ 
indicate the met pain or distress will be 
{indicate the meihod{s) seas pape 


to be used, and Me Person(s) responsible after the procedure 
Procedure TEQUENCY _ duration for the monitoring (include the dose, 
af monitoring through 7 : 
route, and duration of 
post-procedure ee 
recovery) effect of any agents to 
be administered 


Personnel will monitor 
ihe recovery of animals 
until they have gained Isoflurane anesihesia 

| ee all postural reflexes and (inhalation, prior fa and 

eller Pellet are ambulatory. During | All on protocol during surgery), 
7 the post-surgical period, Buprenophine, 0.4-0.2 

animals will be mgtkg St ar IPance 
monitored at least daily 


for up fo 5 da 


ok ee ee 


these reported incidents. The time frame is January 1, 2019, to present. 
(This would encompass all appendices, annexes, attachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) 


FORMAT 


We request that these records be released in any digital formats in which they exist, 
such as 

Excel, PDF, Word, JPG, MP4, etc. We request that all photos and videos be released in 
their original formats and resolutions. 


The Cincinnati VA Medical Research Department conducted a search, 
for documents responsive to your request. The search was conducted by utilizing 
the search criteria of Administrative Staff Records. At the conclusion of the 
search, two (2) documents, totaling four (4) pages were determined to be 
responsive to your request. 


My review of the document revealed that it contained information that 
falls within the disclosure protections of FOIA Exemption 6, 5 U.S.C. § 
552(b)(6). FOIA Exemption 6 permits VA to withhold a document or information 
contained within a document if disclosure of the information would constitute a 
clearly unwarranted invasion of a living individual’s personal privacy. Stated 
another way, VA may withhold information under FOIA Exemption 6 where 
disclosure of the information, either by itself or in conjunction with other 
information available to either the public or the FOIA requester, would result in an a 
unwarranted invasion of an individual’s personal privacy without contributing 
significantly to the public’s understanding of the activities of the federal 
government. 


Specifically, the information | am withholding, as indicated on the 
enclosed documents, under FOIA Exemption 6 consists of email addresses, 
locations, facility number, position titles and names identified in the report as the 
individuals associated with this information have a personal privacy interest in it. 


The coverage of FOIA Exemption 6 is absolute unless the FOIA 
requester can demonstrate a countervailing public interest in the requested 
information by demonstrating that the individual is in a position to provide the 
requested information to members of the general public and that the information 
requested contributes significantly to the public’s understanding of the activities 
of the Federal government. Additionally, the requester must demonstrate how 
the public’s need to understand the information significantly outweighs the 
privacy interest of the person to whom the information pertains. Upon 
consideration of the materials provided, | have not been able to identify a 
countervailing public interest of sufficient magnitude to outweigh the privacy 
interest in this case. The individuals associated with this information have a 
personal privacy interest in information that outweighs any public interest served 


by disclosure of their identities under FOIA. Consequently, | am denying your 
request for this information under FOIA Exemption 6, 5 U.S.C. § 552 (b)(6). 


If you disagree with my determination to withhold the information under 
; FOIA Exemptions 6, please be advised you may appeal to: 


Office of the General Counsel (024) 
Department of Veterans Affairs 

810 Vermont Avenue, N.W. 
Washington, D.C. 20420 


Email: ogcfoiaappeals@va.gov 


If you should choose to file an appeal, your appeal must be 
postmarked or electronically transmitted no later than ninety (90) calendar days 
from the date of this letter. Please include a copy of this letter with your written 
appeal and clearly state why you disagree with the determinations set forth in this 
response. 


You may also seek assistance and/or dispute resolution services for 

any other aspect of your FOIA request, excluding the release determination, from : 
VHA’s FOIA Public Liaison and or Office of Government Information Services 

(OGIS) as provided below: 


VHA FOIA Public Liaison: 


Email Address: vhafoia2@va.gov i ae 
Phone Number: 877-461-5038 


Office of Government Information Services (OGIS) 

Email: ogis@nara.gov 

Fax: 202-741-5769 

Mailing address: Office of Government Information Services 
National Archives and Records Administration 

8601 Adelphi Road 

College Park, MD 20740-6001 


If you need any further assistance or would like to discuss any aspect 
of your request, please do not hesitate to contact me at 1-513-861-3100 ext. 
4371. 7 

Sincerely, 


Mal pay Cap 


Michelle E. Grady Cagle 
FOIA Officer 


MICHAEL E. DEBAKEY VA MEDICAL CENTER 
FOIA OFFICE 00A-PO 
2002 HOLCOMBE BLVD. 
HOUSTON, TEXAS 77030 
vhahoufoia@va.gov 


February 11, 2020 
FOIA Request No.: 20-02771-F 


Mr. Russ Kick 

New England Anti-Vivisection Society 
333 Washington Street Suite 850 
Boston, MA 02108 


Dear Mr. Kick: 

This letter is the initial agency decision to your December 23, 2019 request under the 
Freedom of Information Act (FOIA), 5 U.S.C. § 552, submitted to the Michael E. 
DeBakey VA Medical Center for 


1a) According to The Guide for the Care and Use of Laboratory Animals (The Guide), 
8th edition, all entities must have a system in place for anyone (insiders or members of 
the public) to report concerns regarding animal welfare at a facility. These reports are 
either made directly to the IACUC Chair or a designated representative, or they 
eventually are routed to the IACUC Chair/representative. We request all such reported 
concerns received by the Chair since January 1, 2019. 

(This would encompass all appendices, annexes, attachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) 


1b) Further, for all such reported concerns deemed supported, we request the 
notification sent to the Institutional Official. The time frame is January 1, 2019, to 
preseni. 

(This would encompass all appendices, annexes, attachmenis, and accompanying 
documents, including photos and videos in their original formats and resolution.) 


2a) Per The Guide, all entities must have a system in place for investigators to notify the 
IACUC and/or attending veterinarian of adverse events, unexpected or unanticipated 
outcomes, violations of protocols, and other incidents involving animal welfare that 
occur during their studies/experiments. We request all such notifications received by the 
IACUC or AV since January 1, 2019. 

(This would encompass all appendices, annexes, attachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) 


2b) Further, we request all notifications sent to the Institutional Official regarding these 
reported incidents. The time frame is January 1, 2019, to present. 
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‘(This would encompass all appendices, annexes, atiachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) 


Your request was received in my office on December 23, 2019. 


The Research Compliance Officer and the Director of Quality Assurance for Research 
conducted a search for documents responsive to your request. The search was 
conducted by utilizing the search terms IACUC, laboratory animals, report, concerns, 
incidents, adverse events, unexpected or unanticipated outcomes and violations of 
protocols. The time period searched was 1/1/2019 to January 10, 2020.criteria of the 
vacancy ID number. All email boxes and work folders of the individuals conducting the 
search were included in the search. ; 


At the conclusion of the search, three pages, were determined to be responsive to your 
request. 


My review of the documents revealed that they contained information that falls within 

the disclosure protections of FOIA Exemption 6, 5 U.S.C. § 552(b)(6). FOIA Exemption 

- 6 permits VA to withhold a document or information contained within a document if <7 
disclosure of the information would constitute a clearly unwarranted invasion of a living 
individual's personal privacy. Stated another way, VA may withhold information under 
FOIA Exemption 6 where disclosure of the information, either by itself or in conjunction 

. With other information available to either the public or the FOIA requesier, would result 

in an unwarranted invasion of an individual’s personal privacy without contributing 
Significantly to the public’s understanding of the activities of the federal government. 


Specifically, the information | am withholding, as indicated on the enclosed documents, 
under FOIA Exemption 6 consists of names, addresses and telephone numbers. 


The coverage of FOIA Exemption 6 is absolute unless the FOIA requester can 
demonsirate a countervailing public interest in the requested information by 
demonstrating that the individual is in a position to provide the requested information to 
members of the general public and that the information requested contributes 
significantly to the public’s understanding of the activities of the Federal 

government. Additionally, the requester must demonstrate how the public’s need to 
understand the information significantly outweighs the privacy interest of the person to 
whom the information pertains. Upon consideration of the materials provided, | have 
not been able to identify a countervailing public interest of sufficient magnitude to 
outweigh the privacy interest in this case. The individuals associated with this 
information have a personal privacy interest in information that outweighs any public 
interest served by disclosure of their identities under FOIA. Consequently, | am denying 
your request for this information under FOIA Exemption 6, 5 U.S.C. § 552 (b)(6). 


If you disagree with my determination to withhold the information under FOIA Exemption 
6, please be advised you may appeal to: 


Office of the General Counsel (024) 
Department of Veterans Affairs 
810 Vermont Avenue, N.W. 


Ok Reena Sg cen ~ 


a 


ot 


4 


ee 8 aS See 
> 

a 
~ 


~ 
« . 
ry ” 
e 
adie 
. 
2 aoe we = 
t 
5 
af 
os * 
¥ 
x 
¥ 
gach Ban SE a a 


«a 


oe 


4 
aos 
. 
ete ~ Being 
Yr 
« 
ee Se 


—_ ‘Washington, D.C. 20420 
Email: ogcfoiaappeals@va.gov 


If you should choose to file an appeal, your appeal must be postmarked or electronically 
transmitted no later than ninety (90) calendar days from the date of this letter. Please 
include a copy of this letter with your written appeal and clearly state why you disagree 
with the determinations sei forth in this response. 


You may also seek assistance and/or dispute resolution services for any other aspect of 
your FOIA request, excluding the release determination, from VHA’s FOIA Public 
Liaison and or Office of Government Information Services (OGIS) as provided below: 


VHA FOIA Public Liaison: 


Email Address: vhafoia2@va.gov 
Phone Number: (877) 461-5038 


Office of Government Information Services (OGIS) 


Email: ogis@nara.gov 


ae Fax: (202) 741-5769 = - * MT 


Mailing address: Office of Government Information Services 
National Archives and Records Administration 

8601 Adelphi Road 

College Park, MD 20740-6001 


FEE CATEGORY 


The FOIA, 5 U.S.C. § 552(a)(4)(A)(ii), places all FOIA requesters in one of three 
categories for fee purposes. The three statutory categories of FOIA requesiers are (1) 
commercial use requesters; (2) educational institutions, noncommercial scientific 
institutions, and representative of the news media; and (3) all other requesters. | have 
determined your request to be in the category of “news media requester’. As a news 
media requester, VA FOIA implementing regulations found at 38 C.F.R. §1.561(c)(4) 
state that news media requesters will be charged for the cost of reproduction of the 
records only, excluding the charges for the first 100 pages. 38 C.F.R. § 1.561(d)(2) 
states when a duplication fee applies, the FOIA Officer will charge a fee of 15 cents per 
one-sided page for a paper photocopy of a record and for other forms of duplication, 
including electronic copies, the FOIA Officer will charge the direct costs of that 
duplication. 38 C.F.R. § 1.561(e)(5) states whenever a total fee calculated under (d) of 
this section is less than $25, no fee will be charged. Moreover, the news media 
requester will be charged the cost of reproduction of the records even if there is 
ultimately no disclosure of records. | have not assessed fees on this request due to the 
reproduction fees being less than $25. 
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Thank you for your interest in VA. If you have any further questions, please feel free to 
contact me at 713-794-7948 or via email at vhahoufoia@va.gov. 


Sincerely, 
fy HS BLO 


Mary Lou Reid 
FOIA Officer 


Attachment 
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From 


Sent: Monday, September 16, 2019 10:51 AM 

1: 

CC TT 
are : 

Subject: Letter to address veterinary and IACUC concerns 


\ 


Dear IACUC members and regulatory officials, 

This letter serves to address the concerns that have arisen from the recent unfortunate and 
unforeseen adverse event in experiments conducted in protocol AN-5309. 5 and | 
have collaborated together on this protocol that utlizes a rodent model of hypoxia-induced 
pulmonary hypertension. | have utilized this robust hypoxia model with an A-a Chamber,( 7 
Biospherix) currently housed in T031 (formerly in TO04, then TOO8) | and others,have published 
utilizing this well-established hypoxia model. 


After (3H initiated the transfer of the mice from her protocol, we have exposed the BMPER 


knockout mice from lab to 3 weeks 10% hypoxia conditions in the past successfully 


without any deleterious effects on mouse survival as recently as this summer. Recently, we 
noticed that a few of the mice have been intolerant to the hypoxia since the chamber was 
moved (for the second time) to a different room in Taub. We are now troubleshooting the 
problem as last weekend the mice unfortunately found dead after within 24 hours of initiating 
the standard 10% hypoxic conditions. Our plan to address this unforeseen adverse event to the 
animals is as follows; we would kindly request any additional suggestions from the IACUC to 
remedy this issue. 


1.) Halt all animal hypoxia experiments that utilize the A-a chamber. 

2.) We have already reached out to the Biospherix technical representative to help assess if the 
regulator needs to be replaced; we have already purchased and replaced the sensor. | am not 
sure if the regulator was damaged at some point, but we will replace it as needed. 

3.) Run an empty chamber with a nitrogen tank to assess how long it takes to empty a full tank; 
normally this takes 3 days. 

4.) When we have ascertained that the equipment is working and re-calibrated, then initiate a 
controlled and observational short-term experiment (overnight) with 2 wild type mice (that 
normally tolerate 10% hypoxia without any distress) e 


thanking you, 


20-02771-F_001 
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OFFICE OF RESEARCH 


Baylor 


College of 
_ Medicine 


| CONFIDENTIAL 
September 26, 2019 


Francisco Vazquez 

Medical Center Director 

Michael E. DeBakey VA Medical Center 
2002 Holcombe Boulevard 


Houston, TX 77030 
| 


RE: Assurance #D16-00475 


Dear Mr. Vazquez, 


~ — C—O > = spd 
oe ~ ~~ ——s 


As established in our Memorandum of Understanding, | | am writing to inform you of an ufiexpected accident that 
resulted in the death of 14 mice. The following information was reviewed at the September 24, 2019, Baylor 
College of Medicine (BCM) Institutional Animal Care and Use Committee (IACUC) meeting and is related to the 
following Principal Investigator (PI) and associated protocol: 


Protocol: AN-5309: Function of Two-Pore Domain K Channels In Vascular Smooth Muscle 


Species: Mice 
Funding Sources: Departmental Funds (Non-PHS Funding) 


The IACUC determined that the following information that was self-reported, constituted an unexpected 
accident and will be reported to the Office of Laboratory Animal Welfare as required | in our PHS Assurance and 
AAALAC International as part of our accreditation requirements: 


A hypoxia chamber that is used in a rodent model of hypoxia-induced pulmonary hypertension malfunctioned, 
resulting in an unknown and detrimental atmospheric condition. The mice were found in the chamber within 24 
hours of initiating the experiment. The chamber and associated equipment has been used successfully in the 
past without any issues. 


a _ ——~ = “en — 


All hypoxia experiments have been halted until the regulator can be assessed, the sensors have been replaced 
and a controlled short-term experiment can be conducted to ensure proper function of all of the components. 


The event was immediately reported to the Attending Veterinarian and the IACUC. The IACUC reviewed the 


details of this event and determined that this was an isolated, unforeseeable event and constituted neither non- 
compliance nor a serious deviation from The Guide. 


Page 1 of 2 
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Please do not hesitate to contact me if you have any questions. 


Sincerely, 


cc: Principal Investigator 
IACUC Chair 
Attending Veterinarian 
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May 5, 2020 


FOIA Request No.: 20-06464-F 


Russ Kick 

New England Anti-Vivisection Society 
333 Washington Street, Suite #850 
Boston, MA 02108 


Dear Mr. Kick: 


This letter is the initial agency decision to your request under the Freedom of Information 
Act (FOIA), 5 U.S.C. § 552, submitted to the VA Eastern Colorado Health Care System 
: (ECHCS) for the following: 


This request concerns the use of animals in research at your VA facility. 


Item #1: We request your facility's completed 2019 APHIS Form 7023 "Annual Report of Research 
Facility,” including all attachments; and 


Item #2: If your center has a PHS assurance with the NIH Office of Laboratory Animal 
Welfare (OLAW), we request a copy of the assurance in full, including all attachments. 


Your FOIA request was received in my office on May 1“, 2020 and assigned the tracking 
number listed at the top of this letter. The ECHCS Research Service department conducted a 
search of their internal files for records responsive to your request using the search criteria you 
provided. After a search, one (1) document totaling twenty-one (21) pages was determined to be 

- responsive to your request and is included with this response. 


My review of the documents revealed that they contained information that falls within the 
disclosure protections of FOIA Exemption 6, 5 U.S.C. § 552(b)(6). 


FOIA Exemption 6 permits VA to withhold a document or information contained within 
a document if disclosure of the information would constitute a clearly unwarranted invasion of a 
living individual’s personal privacy. Stated another way, VA may withhold information under 
FOIA Exemption 6 where disclosure of the information, either by itself or in conjunction with 
other information available to either the public or the FOIA requester, would result in an 
unwarranted invasion of an individual’s personal privacy without contributing significantly to 
the public’s understanding of the activities of the federal government. 


“ 


A review of the records that were identified as responsive to your FOIA request revealed 
that the records contain information that falls within the protection of FOIA Exemption 6. 
Specifically, the information covered by Exemption 6 consists of individually identifying 
information. In this case, I redacted the names of two (2) former Veterinarians assigned to the 
ECHCS Institutional Animal Care and Use Committee (ACUC). The individuals associated 
with this information have a personal privacy interest in it. 


Further, upon consideration of the matter generally in association with the materials that 
you submitted; we have not been able to identify a countervailing public interest of sufficient 
magnitude to outweigh the privacy interest in this case. Consequently, VA denies your request 
for this information under FOIA Exemption 6, 5 U.S.C. § 552(b) (6). 


If you disagree with my determination to withhold the information under FOIA 
Exemption 6, please be advised you may appeal to: 


Office of the General Counsel (024) 
Department of Veterans Affairs 

810 Vermont Avenue, N.W. 
Washington, D.C. 20420 


Email: ogcfoiaappeals@va.gov 


If you should choose to file an appeal, your appeal must be postmarked or electronically 
transmitted no later than ninety (90) calendar days from the date of this letter. Please include a 
copy of this letter with your written appeal and clearly state why you disagree with the 
determinations set forth in this response. 


In addition to filing an appeal with the Office of General Counsel regarding my 
determination, you may also seek assistance and/or dispute resolution services regarding your 
FOIA request from VHA’s FOIA Public Liaison and or Office of Government Information 
Services (OGIS) as provided below: 


VHA FOIA Public Liaison: 


Email Address: vhafoia2@va.gov 
Phone Number: (877) 461-5038 


Office of Government Information Services (OGIS) 


Email: ogis@nara.gov 

Fax: (202) 741-5769 

Mailing address: Office of Government Information Services 
National Archives and Records Administration 

8601 Adelphi Road 

College Park, MD 20740-6001 


Thank you for your interest in VA. If you have any further questions, please feel free to 
contact me at 719.227.4043. 


Sincerely, 


- 


Robert V. McGinn 
FOIA Officer 


= ee eee 


According to the Paperwork Reduction Act of 1995, an agency may not conduct or sponsor, and a personis not required to respond fo, a collection of information unless 
it displays a valid OMB control number, The valid OMB control number for this information collection is 0579-0036. The time required to complete this information 
collection is estimated to average 2 hours per response, including ihe fime for reviewing instructions, searching existing data sources, gathering and maintaining the data 


needed, and completing and reviewing the collection of information. 

This report is required by law (7 U.S.C, 2143). Failure to report according to the regulations can result in an order to cease and desist interagency Report Control Fiscal Year: 2020 

and to be subject to penalties as provided for in Section 2150. No. 0180-DOA-AN . 
UNITED STATES DEPARTMENT OF AGRICULTURE E REGISTRATION NUMBER: 84-V-0002 : 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE Customer Number: 1315 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, 

include ZiP Code) 

V.A. Medical Center (Rocky Mountain Regional VAMC) #554 

1700 N. Wheeling Street 

Research — B-1-151 

Aurora, CO 80045 


OMB APPROVED 
0579-0036 


as registered with USDA, 


ANNUAL REPORT OF RESEARCH FACILITY 


(TYPE OR PRINT) 


Telephone: 720-857-5248 


3. REPO 


RTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional sheets if 


FACILITY LOCATIONS (Sites) See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 70234.) 
A. D. Number of animals upon E. Number of animals upon which teaching, 


Number of animals 


Number of animals 
upon which 


which experiments, 
teaching, research, 


experiments, research, surgery, or lests were 
conducted involving accompanying pain or 


being bred, teaching, research surgery, or tesis were distress to the animals and for which the use of 
Animals Covered By conditioned, or held speenene a . conducted involving appropriate anesthetic, analgesic, or TOTAL NUMBER 
The Animal for use in teaching, taste ward . accompanying pain or tranquilizing drugs would have adversely OF ANIMALS 
Welfare Regulations testing, experiments, conducted involving distress to the animals affected the procedures, results, or 


research, or surgery 
bul not yet used for 
such purposes. 


no pain, distress, or 
use of pain-relieving 


and for which 


appropriate anesthetic, 


analgesic, or 


{Cols.C +D +E) 


interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation 
of the procedures producing pain or distress on 


these animals and the reasons such drugs 


franquilizing drugs were 
ed must be attached to this rep 


6. Guinea Pigs 


7. Hamsters 


were not used. ort. 


8. Rabbits 
9, Non-human Primates 


10. Sheep 


— 


11. Pigs 


12. Other Farm Animals 


. 13. Other Animals 


ASSURANCE STATEMENTS 
1.) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2.) Each principal investigator has considered altemalives to painful procedures. ' 


3.) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions fo the standards and regulations be specified and explained by the principal investigator 
and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUC approved 
exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provisions of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 
use. 
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL . 


(Chief Executive Officer (C.E.0.) or Legally Responsible Institulional Official (1.0.)} 
| cartify that the above Is true, correct, and complete (7 U.S.C. Section 2143). 


NAME AND TITLE OF C.E.0, OR LO. (Type or Print) 


SIGNATURE OF C.E.0. OR LO. 


_ pp Michael. T. Kilmer 


« lO Os Ph A 
APHIS FORM 7023 
JUL 2013 
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Rocky Mountain Regional VA Medical Center — VA Station 554 
(formerly Eastern Colorado Health Care System - Denver VA Medical Center) 
#A4493-01 - Di6-00748 


Animal Welfare Assurance for Domestic Institutions 


I, Sallie A. Houser-Hanfelder as named Institutional Official for animal care and use at Rocky Mountain 
Regional VA Medical Center, provide assurance that this Institution will comply with the Public Health 
Service (PHS) Policy on Humane Care and Use of Laboratory Animals (Policy). 


I. Applicability of Assurance 


This Assurance applies whenever this Institution conducts the following activities: all research, research 
training, experimentation, biological testing, and related activities involving live vertebrate animals 
supported by the PHS, DHHS and/or NSF (if applicable). This Assurance covers only those facilities and 
components listed below. 


A. The following are branches and components over which this Institution has legal authority, 
included are those that operate under a different name: 
Rocky Mountain Regional VA Medical Center - Research Service 


B. The following are other institution(s), or branches and components of another institution: 
The Denver Research Institute 


II. Institutional Commitment 


A. This Institution will comply with all applicable provisions of the Animal Welfare Act and other 
Federal statutes and regulations relating to animals. 


B. This Institution is guided by the "U.S. Government Principles for the Utilization and Care of 
Vertebrate Animals Used in Testing, Research, and Training." 


C. This Institution acknowledges and accepts responsibility for the care and use of animals involved 
in activities covered by this Assurance. As partial fulfillment of this responsibility, this Institution 
will ensure that all individuals involved in the care and use of laboratory animals understand 
their individual and collective responsibilities for compliance with this Assurance, and other 
applicable laws and regulations pertaining to animal care and use. 


D. This Institution has established and will maintain a program for activities involving animals 
according to the Guide for the Care and Use of Laboratory Animals (Guide). 


E. This Institution agrees to ensure that all performance sites engaged in activities involving live 
vertebrate animals under consortium (subaward) or subcontract agreements have an Animal 
Welfare Assurance and that the activities have Institutional Animal Care and Use Committee 
(IACUC) approval. 


III. Institutional Program for Animal Care and Use 


A. The lines of authority and responsibility for administering the program and ensuring compliance 
with the PHS Policy are as follows: The animal care and use program, at the lowest level, is run 
and administered by the Veterinary Medical Unit Supervisor/IACUC Director (Teri Armstrong). 
She has a staff of (up to) five animal care technicians. The veterinarians (Dr. RE anc 
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Dr. (XQ) and the Institutional Animal Care and Use Committee (IACUC) oversee the 
program and are ultimately responsible for the entire animal care and use program. The IACUC 
(known in the VA as the Animal Studies Subcommittee) is a subcommittee of the Research and 
Development Committee (R&DC). The R&DC is ultimately responsible for the research program 
at this facility. For any animal or program related issues, the IACUC and the veterinarian report 
directly to the MCD/IO/CEO. The Institutional Official (IO) and Chief Executive Officer (CEO) are 
one and the same, the Medical Center Director (MCD) (Sallie A. Houser-Hanfelder). See 
attached organizational chart. 


B. The qualifications, authority, and percent of time contributed by the veterinarian(s) who will 
participate in the program are as follows: 


1) Name: foe 


Qualifications 

e Degrees, certifications, licensure: BS Biology, Eastern Kentucky University, 2000; DVM, 
Auburn University College of Veterinary Medicine, 2004; Post-doctoral training in 
Comparative Medicine, Centers for Disease Control and Prevention, Atlanta, GA, 2009- 
2013; DACLAM certification 2013. Licensed in State of Colorado, VET 0010067 (expires 
10/2018). 


e Training or experience in laboratory animal medicine or in the use of the species at the 
institution: 5+ years of small and large animal general medicine and surgery practice, 
2004-2009. Comparative Medicine Residency Training Program at the CDC-Atlanta 2009- 
2012. Associate clinical veterinarian in laboratory animal medicine with species including 
rodents, rabbits, ferrets, and non-human primates, CDC 2012-2013. Currently, Associate 
Director of Laboratory Animal Resources and Associate Attending Veterinarian with 
clinical responsibility for rodents, rabbits, dogs, cats, swine, sheep, goats, cattle, and 
other non-traditional species, Colorado State University 2013-current. 


Authority: Dr. has direct program authority and responsibility for the institution’s 
animal care and use program, including access to all animals in the animal care and use 
program. 


Time contributed to program: .02 FTE: Approximately 1 hour per month on site or 3 hours 
quarterly and one hour per week in consultation with resident or facility manager via email or 
phone. Dr. RMBs participates in major inspections and semi-annual review process. 


Teri Armstrong, (VMU Supervisor) is the on-site supervisor providing daily animal care and 
use oversight and facility management. Ms. Armstrong oversees a staff of three to five and 
provides daily animal care as required by OLAW, AAALAC, and USDA. 


2) Name: 
( 


Qualifications 
e Degrees: BS Animal Science, University of California, Davis, 2012. DVM, Kansas State 
University College of Veterinary Medicine, 2016. 


e Training or experience in laboratory animal medicine or in the use of the species at the 
institution: Second year comparative medicine resident at Colorado State University. 


Responsibilities: Provides primary veterinary care and IACUC responsibilities under the 


supervision of Dr. Dr. provides pre-review veterinary consults for all ACORP’s, 
Protocol Review and post-approval monitoring, trouble-shooting, veterinary care, and 
training. 


Time contributed to program: Approximately 2-5 hours per month at the institution and 10- 
15 hours per month contributing to the program off-site. 


Domestic Assurance v2/23/2017 2 


004 


Dr. advises the lab animal residency program at CSU. A resident from this program 
will be assigned the task of a consulting veterinarian for a one to two-year term. Under the 
guidance of Dr. Ayers, this resident will have full responsibility as consulting veterinarian 
within the VA guidelines. If at any time both Dr. and Dr. are unavailable, 
another resident from the program provides back-up veterinary services under the direction 
of Dr. 


C. The IACUC at this Institution is properly appointed per PHS Policy IV.A.3.a, and is qualified 
through the experience and expertise of its members to oversee the Institution's animal care and 
use program and facilities. The IACUC consists of at least 5 members, and its membership meets 
the composition requirements of PHS Policy IV.A.3.b. Attached is a list of the chairperson and 
members of the IACUC and their names, degrees, profession, titles or specialties, and 
institutional affiliations. 


D. The IACUC will: 


1) Review at least once every 6 months the Institution's program for humane care and use of 
animals, using the Guide as a basis for evaluation. The IACUC procedures for conducting 
semiannual program reviews are as follows: 


VA Station 554 utilizes the VA IACUC Semi-Annual Self-Review Forms packet that has been 
instituted by the Office of Research Development (ORD), VA Central Office. This packet 
includes four forms and they follow the "GUIDE”. Part 1 - Checklist, Section A. Review 
of the Program: This form itemizes the animal care and use program as a guide. Items 
are designated as Not Applicable, Acceptable, Approved Departure, Minor Deficiency and 
Significant Deficiency. Part 1 - Checklist, Section B. Inspection of the Facilities is 
utilized for the inspection of the vivarium and all areas within the facility along with any area 
an animal will be utilized. Items on this form are designated as listed above for section a, 
with an added designation of Could Not Evaluate. Part 2 - Table of Deficiencies and 
Departures is utilized to summarize all concerns noted on forms Part 1 Aand B. Part 3 - 
Post-Review Documentation is utilized to document the review team that did the facility 
inspection and all members who participated in the program review. This form also 
documents any minority opinions. The form is signed off by all IACUC members in 
attendance and accompanies all documents for final approval by the Medical Center Director 
(MCD). The Resident (consulting) Veterinarian, Administrative Officer for Research & 
Development, and the Chief, Facilities Management Service are all invited and encouraged to 
meet and discuss this evaluation with the Medical Center Director. The Supervising 
(attending) Veterinarian, The IACUC Chair and the VMU Supervisor/IACUC Director are 
required to attend this meeting either in person or via conference call. Once the process is 
completed with the MCD signature, the packet is forwarded to the Chief Veterinary Officer. 


The process for the inspection and review are as follows: 

e Asubcommittee consisting of the VMU Supervisor/IACUC Director, consulting 
veterinarian and at minimum one scientist (3 voting members) conduct the facility 
and laboratory inspection (all members of the IACUC are invited to attend the 
inspection). The results of the inspection are documented on Part 1, Section B. 

e Asubcommittee consisted of the VMU Supervisor/IACUC Director and at least two 
other committee members (3 voting members) conduct the program review utilizing 
Part 1, Section A. 

e Part 1, Section A and B are presented to the full IACUC. The IACUC reviews the 
documents and determine if the designations provided by the committee are 
adequate. The committee then determines a timeline for corrections. This is 
documented on Part 2. Part 3 will then be signed by the committee. The VMU 
Supervisor/ITACUC Director will complete forms 2 and 3 and send to committee for 
concurrence prior to the meeting with the MCD. After full concurrence and MCD 
signature the packet is forwarded to ORD. 
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2) Inspect at least once every 6 months all the Institution's animal facilities, including satellite 
facilities and animal surgical sites, using the Guide as a basis for evaluation. The IACUC 
procedures for conducting semiannual facility inspections are as follows: See above 

3) Prepare reports of the IACUC evaluations according to PHS Policy IV.B.3. and submit the 
reports to the Institutional Official. The IACUC procedures for developing reports and 
submitting them to the Institutional Official are as follows: Reports are initiated and 
developed by the IACUC staff in conjunction with the IACUC Chair and the veterinarian in 
many cases. The required meeting with the IO mentioned in Di is held and the report is 
then forwarded to VACO. If there are any departures from PHS Policy and the “GUIDE”, they 
are identified and noted on the forms within the Semi-Annual Program Review and Facility 
Inspection packet. The semi-annual facilities and program review is an agenda item at each 
IACUC meeting until all deficiencies are corrected and closed out. This institution adheres to 
the PHS Policy and the “GUIDE” along with guidance from ORO. Items that are departures 
from the “GUIDE” are discussed at length at a convened IACUC meeting and a majority vote 
is required to approve a departure. Departures are monitored and noted within the semi- 
annual program review. During the IACUC approval process of the semi-annual program 
review, deficiencies are designated as either minor or significant and a schedule for 
correction is documented on Part 2 of the report. All minority opinions are documented in 
Part 3 of the report. 


4) Review concerns involving the care and use of animals at the Institution. The IACUC 
procedures for reviewing concerns are as follows: 


The VA IACUC acts as the reviewing body for all expressed concerns, public or private, 
involving the care and use of animals at the institution. The IACUC utilizes the Veterinarians, 
VMU/Supervisor-IACUC Director, and the IACUC chair to do the initial investigation and 
report to the committee for the most part. There are signs throughout the vivarium with 
instructions on reporting animal welfare concerns and who to report them too. This includes 
names, phone numbers and emails of all individuals that can be contacted. At 
https://www.diversity.va.gov/whistleblower.aspx on the facilities web page, Whistleblower 
Rights and Protections can be found. 


In accordance with the Animal Welfare Act, no facility employee, committee member or 
laboratory personnel shall be discriminated against or subject to any type of reprisal for 
reporting violations. 


Any concern over the possible inappropriate care of animals, or charges of animal abuse at 
this institution can be reported to the Chair or any member of the IACUC, any research 
administrative staff or any VMU personnel. Anything reported outside of these people, 
should be forwarded to the IACUC Chair and/or staff for investigation and reporting. The 
report should include a factual description with date, time, location, animal species, numbers 
and identifications of animals and personnel involved, as well as any other relevant details. 


An immediate telephonic or email report is sent to the VA Veterinarian and to the VMU- 
Supervisor, to correct or terminate the inappropriate care/condition immediately, and a 
written report of the alleged violation is submitted to the Chair of the IACUC either by hard 
copy mail or email. The complainant’s identity will be kept confidential when requested and 
anonymous reports are acceptable if sufficient detail is provided to allow for an adequate 
investigation of the charges. The IACHC Chair will consult with the VMU Supervisor and the 
Consulting Veterinarian, and they will provide an initial review of the problem. After the 
initial review, the above mentioned sub-committee will provide the IACUC with all available 
information (apart from the name of the complainant if asked to be anonymous) about the 
complaint and the alleged violation. The IACUC will investigate further (if required), and 
determine the proper action needed to resolve the problem. If the initial investigation 
reveals that misuse of animals may be occurring, the IACUC will provide written notification 
to the investigator/instructor involved of the concerns of the IACUC and provide him/her with 
an opportunity to respond to the complaint. In cases where significant problems are 
identified which are not satisfactorily resolved by communications between the IACUC and 
the investigator, the IACUC may make recommendations to the MCD for further action. The 
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IACC is responsible for maintaining a file documenting complaints, committee review, and 
actions taken or recommended to rectify the problems identified. The MCD is notified of any 
significant issue by email, phone conversation or an electronic/sit-down meeting with the 
veterinarian, VMU supervisor and IACUC Chair. 


5) Make written recommendations to the Institutional Official regarding any aspect of the 
Institution's animal program, facilities, or personnel training. The procedures for making 
recommendations to the Institutional Official are as follows: The VA IACUC forwards 
recommendations directly to the MCD by means of the Semi-annual Program Review Report, 
unless the urgency of the issue necessitates earlier communication. The veterinarians, the 
IACUC Chair and the VMU Supervisor/IACUC Director are all present at these meetings. 


6) Review and approve, require modifications in (to secure approval), or withhold approval of 
PHS-supported activities related to the care and use of animals according to PHS Policy 
IV.C.1-3. The IACUC procedures for protocol review are as follows: 


The IACUC office initiates new protocols for PI's at their request. The PI will submit a 
veterinary consultation form which includes a list of the employees that will be working on 
the animal study and a brief description of the animal study. The PI is asked if they would 
like an in person, email or telephone consultation with the PI. Once the consultation is 
completed a full Animal Component of Research Proposal (ACORP) is prepared and sent to 
the PI for completion. During this time, the qualifications for the employees are reviewed 
and all required training is submitted to them for completion. The IACUC staff also ensures 
that all employees are enrolled in an approved occupational health program and cleared to 
work with the animals in the protocol. The full ACORP is returned to the IACUC office, and it 
is reviewed for completeness. The ACORP is then forwarded to the veterinarian, non- 
affiliated member and non-scientist for review. The veterinarian will review the entire 
proposal. The non-affiliated and non-scientist members review sections B. Description of 
Relevance and harm/Benefit Analysis and section C. 1. Lay Summary to ensure that it 
is easily understood. Once the protocol is given preliminary approval by the veterinarian it is 
forwarded to a scientific reviewer. The scientific reviewer will review the protocol, may 
request changes of the ACORP and prepare a presentation of the protocol to the IACUC. 


At least one week prior to the IACUC meeting, all IACUC members are sent a copy of the 
agenda along with all supporting documents. This will include full ACORP’s, annual reviews 
and protocol revisions along with written reviews. IACUC members are given a review form 
to submit any questions or concerns prior to the meeting. 


Full Committee Review (FCR) - As discussed above, the protocol is sent out to the full IACUC 
at least one week in advance for their review. At the convened IACUC meeting, the ACORP is 
presented to the full IACUC by the scientific reviewer. Each study is discussed in detail. After 
discussion of the protocol, a vote is taken. Full committee review may result in approval, a 
requirement for modifications (to secure approval) or withholding of approval. All minority 
opinions are documented in the meeting minutes and available to the R&DC and the PI. 


If the protocol requires modifications prior to approval, the committee may vote to use the 
DMR process for final review, as approved in IACUC Policy 2017-014. The Chair designates 
at least two DMR members, which usually consist of the scientific reviewer and the 
veterinarian and/or the IACUC Manager. DMR will result in approval (unanimous by all 
reviewers), request for further modifications (which would then be returned to all DMR 
members for review), or referral back to full committee review; protocols cannot have 
approval withheld via the DMR process. 


All ACORP’s are reviewed by the stations Subcommittee on Research Safety (SRS) along with 
their safety forms prior to approval by the IACUC. Prior to beginning work on a new animal 
study or submitting the protocol to a funding agency, the ACORP must have SRS and IACUC 
approval and the R&DC committee must concur. 
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7) Review and approve, require modifications in (to secure approval), or withhold approval of 
proposed significant changes regarding the use of animals in ongoing activities according to 
PHS Policy IV.C. The IACUC procedures for reviewing proposed significant changes in ongoing 
research projects are as follows: 

a. The following modifications can be made administratively: 

i. Personnel additions and deletions are handled administratively. The PI will initiate 
the addition/deletion by submitting a Personnel Addition/Deletion Form. The 
IACUC office will insure the added personnel have enrolled in the stations OHP, 
completed all the required education and have the proper qualifications to 
perform their duties on the protocol. If the employee has no previous experience 
performing the duties of the protocol, a training plan will be required. 

ii. Updated contact information 

iii. Change in housing location within an IACUC approved facility 
iv. Increase in animal numbers of non-USDA covered species, not to exceed 20% of 
the original approved protocol number 


b. The following modifications can be made via VVC by the Attending Veterinarian or their 
alternate, as outlined in the VVC document and supporting guidelines developed and 
approved by the IACUC. Changes made to a protocol via this process are documented 
via the protocol amendment form: 

i. Anesthesia, analgesia, or sedation, protocols that use referenced dosages for the 
species. Reference material may include textbooks (such as Harkness and 
Wagner’s Biology and Medicine of Rabbits and Rodents; Flecknell’s Laboratory 
Animal Anesthesia; Plumb’s Veterinary Drug Handbook; Hawk and Leary’s 
Formulary for Laboratory Animals; Fowler’s Zoo and Wildlife Medicine; Lumb and 
Jones Veterinary Anesthesia and Analgesia; Quesenberry and Carpenter's Ferrets, 
Rabbits and Rodents Clinical Medicine and Surgery; Fish and Danneman 
Anesthesia and Analgesia of Laboratory Animals); journal publications (peer 
reviewed from PubMed and CAB database), personal communications with 
veterinary anesthesiologist. (any new drugs that are not in the original protocol 
must be added to an SRS update form and sent to the VA Subcommittee on 
Research Safety Committee prior to the final change/approval) 

ii. Experimental substances administration that does not exceed guidelines published 
by Diehl et al. A good practice guide to the administration of substances and 
removal of blood, including routes and volumes. J App Tox. 2001; 21:15-23. (any 
new drug, chemical, substance, etc. that is not in the original protocol must be 
added to an SRS update form and sent to the VA Subcommittee on Research 
Safety Committee prior to the final change/approval) 

iii. Changes in experimental substances within a similar class of substances to the 
original protocol approval. For example, chemotherapeutic, antibiotic, hormone, 
vehicle, etc. This would also include changes in instrumentation that do not alter 
the objectives of the original proposal. Administration of over-the-counter (OTC) 
products used to facilitate research may be used with veterinary approval. (any 
new drug, chemical, substance, etc. that is not in the original protocol must be 
added to an SRS update form and sent to the VA Subcommittee on Research 
Safety Committee prior to the final change/approval) 

iv. Euthanasia to any method approved in the AVMA Guidelines for the Euthanasia of 
Animals. (if chemical or gas euthanasia is added and the agent is not mentioned 
in the original ACORP, the change will must be added to a SRS update form and 
sent to the VA Subcommittee on Research Safety Committee prior to the final 
change/approval) : 

v. Change in final disposition of animal, including change from euthanasia to 
adoption, or transfer to another protocol. Transfer to more invasive protocols such 
as survival surgery or infectious disease studies require IACUC review. 

vi. Duration, frequency, type (e.g. blood collection site or volumes, route of 
administration, volumes, and dosages) of previously approved procedures 
contingent upon them not exceeding IACUC guidelines. 

vii. Blood collection site or volume 
viii. Route of administration, volumes, and dosages 
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8) 


9) 


ix. Increasing food/fluid restriction prior to a procedure to more than 12 hours with 

adequate justification 
x. Change in timing of collections, if there are no additional welfare concerns and 
other guidelines are followed. 

xi. Number of procedures performed on an animal, excluding surgical procedures 
contingent upon them not exceeding IACUC guidelines. 

xii. Additional strains or sources of animals (any new genetically modified animal that 
has not already been approved on the protocol! must be added to a SRS update 
form and sent to the VA Subcommittee on Research Safety Committee prior to 
the final change/approval) 

xiii. Changes to space requirements if restriction is justified and not excessive based 
on veterinary consultation. 

xiv. Change in diet or water composition if the remainder of diet maintains the proper 
nutritional needs of the animals. Alternative feeding strategies may also be 
reviewed such as placing feed on the floor of the cage. (any new diet containing a 
new experimental agent that has not already been approved on the protocol must 
be added to a SRS update form and sent to the VA Subcommittee on Research 
Safety Committee prior to the final change/approval) 


c. All other changes to the protocol require submission on a protocol amendment form for 
and review and approval by the committee. The review process for the amendment is 
the same as for a new ACORP. The amendment is sent out to a scientific reviewer, 
community members and the veterinarian for review and presentation to the committee. 
Major changes require a complete new protocol. 


d. All changes to the ACORP must be submitted to the SRS. That committee will determine 
if they are exempt from safety review. If they are not exempt from safety review, they 
must be approved by the SRS prior to IACUC approval. 


Notify investigators and the Institution in writing of its decision to approve or withhold 
approval of those activities related to the care and use of animals, or of modifications 
required to secure IACUC approval according to PHS Policy IV.C.4. The IACUC procedures to 
notify investigators and the Institution of its decisions regarding protocol review are as 
follows: 


The IACUC office initiates a form that lists all IACUC meeting approvals. This form is 
forwarded to the Research and Development committee (R&DC) member for presentation to 
the R&DC for final approval. The form indicates dates of all committee approvals (SRS & 
TACUC). The ACOS for R&D will send an “official” approval letter to the PI. A copy of the 
letter is included in the IACUC file. 


If the ACORP or revision was not approved, the IACUC office initiates written notification to 
the PI which contains the reasons for its decision. The notification states that either minor 
modifications are required before the project is approved or the protocol/revision must be 
tabled until some added information is submitted. The PI is notified that no work can begin 
on this project/amendment until all concerns are addressed and the protocol/revision is 
approved. This notification is emailed to the PI and a copy kept in the official IACUC file. The 
PI is allowed the opportunity to respond to all IACUC concerns in person, however, the 
concerns must be addressed in writing before the protocol/revision is approved. 


The IACUC procedures for approving protocols reviewed at full committee that require 
modifications are in accordance with OLAW guidance and utilize a designated member review 
process subsequent to full committee approval. All members are advised at the time of 
required modification and may request the opportunity to review the modification and/or 
request full committee review. 


Conduct continuing review of each previously approved, ongoing activity covered by PHS 
Policy at appropriate intervals as determined by the IACUC, including a complete review at 


Domestic Assurance v2/23/2017 7 


ee 


009 


least once every 3 years according to PHS Policy IV.C.1.-5. The IACUC procedures for 
conducting continuing reviews are as follows: 


The committee reviews all protocols annually after submission of a Protocol - Annual Review 
Form. Protocols are approved for a maximum of three years and a complete, new protocol is 
required at that time. Lack of responses by investigators to committee set deadlines for 
annual or third year re-submission result in study suspension. Studies may not be reinitiated 
until the full committee reviews and approvals from all committees have been obtained 
(IACUC, SRS & R&D) 


The process for this review is as follows: The IACUC Offices sends out an IACUC and SRS 
annual review form to the PI. The PI will fill out these forms and return to the IACUC office. 
The IACUC office insures that all personnel are currently enrolled in the stations OHP and 
current in all education requirements. The office then forwards the SRS annual review form 
to the SRS and forwards the IACUC annual review form, a copy of the full ACORP and all 
revisions to the veterinarians and to a designated scientist who will present this annual 
review to the full IACUC. The approval process is the same as for a full ACORP or protocol 
revision. All annual reviews are sent out to the full IACUC at least one week prior to the 
IACUC meeting for their review. 


The IACUC’s post approval monitoring is satisfied with annual review, any submitted revision 
and the semi-annual program review/facility inspection. No animals are taken out of the 
vivarium and all areas of animal manipulations are visited during the semi-annual facility 
inspection and the work involved with each protocol is discussed with the PI. Employee’s 
compliance for OHP enrollment, education requirements and qualifications statements are 
monitored during each annual review and revision. 


10) Be authorized to suspend an activity involving animals according to PHS Policy IV.C.6. The 
IACUC procedures for suspending an ongoing activity are as follows: 


The IACUC may suspend an activity only after review of the matter at a convened meeting of 
a quorum of the IACUC and with the suspension vote of a majority of the quorum present. If 
the IACUC suspends a previously approved activity, the Institutional Official (10) in 
consultation with the IACUC shall review the reasons for the suspension, take appropriate 
corrective action, and report that the action with a full explanation to OLAW. 


Issues are discussed at an IACUC meeting where there is a quorum. A vote is required, and 
then the protocol may be suspended. The IACUC has the authority to suspend a protocol for 
animal mistreatment (a special meeting would be called immediately), not following 
submitted protocol, expiration of protocol, yearly annual reviews not submitted in time, 
personnel on the protocol not current in all requirements (OHP enrollment/clearance, 
education, etc.) or any other consideration that may come up. After the suspension is voted 
on; a phone call, email or letter is sent immediately to the responsible PI. Any of the 
previously mentioned IACUC suspensions of an ongoing protocol will immediately be 
discussed with the IO with a follow-up letter sent directly to OLAW and ORO. Animal work 
may also be suspended for non-payment of animal related charges. 


E. The risk-based occupational health and safety program for personnel working in laboratory 
animal facilities and personnel who have frequent contact with animals is as follows: 


All employees who work with or around animals or their tissue are required to participate in the 
VA’s Occupational Health Program (OHP) or an approved affiliates OHP. The VA’s OHP is 
described in detail in ECHSC Research and Development Memorandum 151-5, titled 
“Occupational Health Program for Employees Who Work with Animals). The OHP defines two 
classes of personnel: 1) employees of the animal research facility and 2) employees who have 
direct contact with animals, their viable tissues, body fluids, wastes or living quarters (including 
all principal investigators, research technicians, pre-and post-doctoral fellows and residents, etc.) 
Also defined are three levels of animals: 1) small vendor supplied or derived animals including 
rodents and rabbits, 2) large animals including cats, dogs and livestock but excluding primates 
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and 3) primates. PI’s who do not perform animal work, but have a staff that does animal work, 
employees of the research department that do not work directly with animals but may encounter 
a lab that utilizes animals may opt out of the program. Employees with direct contact may not 
opt out. A supplement to the OHP - Research and Development Memorandum 151-5 is the 
Occupational Health and Safety Program for Limited Exposure to Research Animals. This 
program is intended for contractors, FMS & EMS employees, office staff and any other employee 
that may come into brief contact with animals or into an area where animals may be or have 
been. All employees given access to any research area where animals may be are required to be 
enrolled in the OHP or sign a statement of training associated with the limited exposure program. 


Responsibility for oversight of the program is designated to the VMU supervisor/IACUC Director, 
individual PI’s and Employee Health. The program is coordinated through the station’s OHP 
Nurse Practitioner in the division of Employee Health. All VA employees with affiliate 
appointments have the option of enrollment in either the VA program or the affiliates OHP. 
(there must be an MOU with the affiliate). 


The primary procedures for all personnel in the VA program includes: 1) pre-employment 
physical which includes risk assessment and medical history including allergies and 
immunizations, general physical examination, CBC, TB skin test and/or chest x-ray, tetanus 
immunization or booster, and Hepatitis 2 titer and immunization. This program includes annual 
physicals as needed, TB tests and tetanus booster. 


Employees sustaining work-related injury or illness (including allergic reactions) report such to 
Employee Health or the ER. Employees enrolled in this OHP are subject to mandatory 
surveillance recall annually. The recall begins with a questionnaire. After the questionnaire is 
submitted to the EH department, it is evaluated and employees needing a full physical or just 
general questions answered will be called back to EH for further evaluation. Failure to respond 
to the recall by the annual anniversary date will result in the employees’ supervisor being 
notified of employees’ non-compliance and the employee will not be allowed to work with 
research animals until the recall is completed. 


F. The vivarium occupies the service level of Building B (aka Research Building) The service level 
has a total 15,228 square feet. This includes electrical room, telcom room, 
biohazardous/radioactive/recycle storage room, gas cylinder storage room, dock warehouse and 
corridors. There is approximately 888 square feet for large animals and 2253 square feet for 
small animals/rodents (14 rooms). Remaining square footage is support rooms that include 
procedure areas, cage wash and storage, locker rooms, laundry, offices, etc. See attached 
Facility and Species Inventory table. 


G. The training or instruction available to scientists, animal technicians, and other personnel 
involved in animal care, treatment, or use is as follows: 


The Veterinarians, VMU Supervisor/IACUC Director, Animal Care Staff and the IACUC provide 
guidance to research staff on the appropriate and humane procedures and treatments of 
animals. Research technicians are also instructed by the PI's. Required training for PI’s and 
their research staff is protocol specific. Training is determined by the employees’ experience and 
qualifications. 


The VA utilizes the AALAS Learning Library (AALAS LL), on-line training courses. All personnel 
who work with animals, animal care staff, and the IACUC members are required to take specific 
AALAS LL training on a tri-annual basis. The veterinarians provide instruction on research 
testing methods that minimize the number of animals required to obtain valid results and limit 
animal pain and distress. There are also courses utilized from the AALAS LL that provide 
guidance with these issues. The veterinarians also provide protocol specific surgical and 
anesthetic training if necessary. 


TACUC members utilize the AALAS LL, are given copies of the stations AAALAC Program 
Description, a copy of this PHS Assurance, “The Guide”, The Animal Welfare Act, Public Health 
Service Policy on Humane Care and Use of Laboratory Animals, and OLAW’s Institutional Animal 
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care and Use Committee Guidebook. The committee also receives on-the-job training at each 
monthly IACUC meeting. VA Central Office provides monthly training scenarios for IACUC 
members which we also utilize. 


IV. Institutional Program Evaluation and Accreditation 


All of this Institution's programs and facilities (including satellite facilities) for activities involving animals 
have been evaluated by the IACUC within the past 6 months and will be reevaluated by the IACUC at 
least once every 6 months according to PHS Policy IV.B.1.-2. Reports have been and will continue to be 
prepared according to PHS Policy IV.B.3. All IACUC semiannual reports will include a description of the 
nature and extent of this Institution's adherence to the PHS Policy and the Guide. Any departures from 
the Guide will be identified specifically and reasons for each departure will be stated. Reports will e 
distinguish significant deficiencies from minor deficiencies. Where program or facility deficiencies are 
noted, reports will contain a reasonable and specific plan and schedule for correcting each deficiency. 
Semiannual reports of the IACUC’s evaluations will be submitted to the Institutional Official. Semiannual 
reports of IACUC evaluations will be maintained by this Institution and made available to the OLAW upon 
request. 


(1) This Institution is Category 1 — accredited by the Association for Assessment and Accreditation 
of Laboratory Animal Care International (AAALAC). As noted above, reports of the IACUC’s 
semiannual evaluations (program reviews and facility inspections) will be made available upon 
request. 


V. Recordkeeping Requirements 


A. This Institution will maintain for at least 3 years: 

1. Acopy of this Assurance and any modifications made to it, as approved by the PHS 

2. Minutes of IACUC meetings, including records of attendance, activities of the committee, and 
committee deliberations 

3. Records of applications, proposals, and proposed significant changes in the care and use of 
animals and whether IACUC approval was granted or withheld 

4. Records of semiannual IACUC reports and recommendations (including minority views) as 
forwarded to the Institutional Official, [Sallie A. Houser-Hanfelder]. 

5. Records of accrediting body determinations 


B. This Institution will maintain records that relate directly to applications, proposals, and proposed 
changes in ongoing activities reviewed and approved by the IACUC for the duration of the 
activity and for an additional 3 years after completion of the activity. 


C. All records shall be accessible for inspection and copying by authorized OLAW or other PHS 
representatives at reasonable times and in a reasonable manner. 


VI. Reporting Requirements 


A. The Institutional reporting period is the calendar year (January 1 - December 31). The IACUC, 
through the Institutional Official, will submit an annual report to OLAW by January 31 of each 
year. The annual report will include: 

1. Any change in the accreditation status of the Institution (e.g., if the Institution obtains 
accreditation by AAALAC or AAALAC accreditation is revoked) 

2. Any change in the description of the Institution's program for animal care and use as 
described in this Assurance 

3. Any change in the IACUC membership 

4. Notification of the dates that the IACUC conducted its semiannual evaluations of the 
Institution's program and facilities (including satellite facilities) and submitted the evaluations 
to the Institutional Official, [Sallie A. Houser-Hanfelder]. 
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5. Any minority views filed by members of the IACUC 
[Note: if there are no changes to report, provide written notification that there are no changes. ] 


B. The IACUC, through the Institutional Official, will promptly provide OLAW with a full explanation 
of the circumstances and actions taken with respect to: 
1. Any serious or continuing noncompliance with the PHS Policy 
2. Any serious deviations from the provisions of the Guide 
3. Any suspension of an activity by the IACUC 


C. Reports filed under VI.A. and VI.B. above should include any minority views filed by members of 
the IACUC. 


Domestic Assurance v2/23/2017 1i 


wal 


013 


VII. Institutional Endorsement and PHS Approval 


ve Uegtalces gem a rile oi ame « 


| A. Authorized Institutional Official 
L. 


a a 


: Name: Salli A. Houser-Hanfelder, FACHE 


peat a wee 


| Se: Medical Center Director 


| ‘Name of Institution: Boa Mountain Regional VA Medical Center 


, Address: (street, city, state, country, “postal code) 
" 13611 East Colfax 
Aurora, Colorado 80045 


onewenfamm eer —_ eer oo We ett be eee x — 
= _— ~ TM Ne 


: ; Phone: 303-393- sca | Fax: 303-393- -2862 


- RPT 


M Wigy Meer ce teem i erent Scene Seek ee ate am Se 


! E-mail: Sallie. Houser-Hanfelder@va. Bva.gov 


pees teen wo Se 


| as dail above. 


on Cr om we ee ae | a ree, oe - an aitew 
; 


i} Signature: Date: 
. vet tat Ons orto | 


ee a eerensee oe wocee we Wee FY 


i 
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et we ee eT 
met titer a risers i. [onan coe 1m) Cer r® onreTy os 2 aE ST $4 hs 
Se eee ee are Kirstie? STEW SS TS Se TS + scat ge" 


} 
|B. PHS Approving Official (to be completed by OLAW) 


rs ae = Sea Pan 2, eS, a ee ao ret Me ~~ fe et: linet ot se tal a, 
oe SFea we. EEE pecans Th MSS ow EERE ped m4 ERE 
- ‘oe on 


Dr. Venita B. Thornton - Senior Assurance Officer 
Office of Laboratory Animal Welfare 

National Institutes of Health 

6705 Rockledge Drive 

RKL1, Suite 360, MSC 7982 

Bethesda, MD 20892-7982 


a 


y" 


Domestic Assurance v2/23/2017 


Be males Tt Pade she 


ats 


O/ -78 -~20/8 


= siissuere ae eee Ld 


12 


‘ 
Perera lone te ded 


wnrerrentyh ment 
fess 


“er 


014 


VIII. Membership of the IACUC 
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IACUC Chairperson 


Name*: Marc Goalstone 


Title": Associate Professor of Medicine Degree/Credentials*: PhD 


Address”: (street, city, state, zip code) 
Rocky Mountain Regional VAMC Research Laboratory 
Building B, Room B3-112 

13611 E. Colfax 

Aurora, CO 80045 


E-mail*: Marc.Goalstone@va.gov 
Phone”: 720-857-5620 


ITACUC Roster 

coun ene peauemns 

soo rho | «Select 
es 

[wsooz | itv Suwincucor | Member SS 

fvsoos | _*(| Supply Technician | Non-Scientist SS 


DVM Attending Veterinarian 
DVM Consulting Veterinarian 
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* This information is mandatory. 


** Names of members, other than the chairperson and veterinarian, may be represented by a 
number or symbol in this submission to OLAW. Sufficient information to determine that all 
appointees are appropriately qualified must be provided and the identity of each member must be 
readily ascertainable by the institution and available to authorized OLAW or other PHS 
representatives upon request. 


*“* | ist specific position titles for all members, including nonaffiliated (e.g., banker, teacher, 
volunteer fireman; not “community member” or “retired”). 


™"* PHS Policy Membership Requirements: 


Veterinarian veterinarian with training or experience in laboratory animal science and 
medicine or in the use of the species at the institution, who has direct or 
delegated program authority and responsibility for activities involving animals 
at the institution. 


Scientist practicing scientist experienced in research involving animals. 


Nonscientist member whose primary concerns are in a nonscientific area (e.g., ethicist, 
lawyer, member of the clergy). 


Nonaffiliated individual who is not affiliated with the institution in any way other than as a 
member of the IACUC, and is not a member of the immediate family of a 
person who is affiliated with the institution. This member is expected to 
represent general community interests in the proper care and use of animals 
and should not be a laboratory animal user. A consulting veterinarian may not 
be considered nonaffiliated. 


[Note: all members must be appointed by the CEO (or individual with specific written delegation to 
appoint members) and must be voting members. Non-voting members and alternate members 
must be so identified. 


IX. Other Key Contacts (optional) 


If there are other individuals within the Institution who may be contacted regarding this Assurance, 
please provide information below. 


Name: Teri Armstrong 


Title: VMU Supervisor — IACUC Director 


Phone: 720-857-5248 E-mail: Teri.Armstrong@va.gov 
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Facility and Species Inventory 


Name of Institution: Rocky Mountain Regional Medical Center 
Assurance Number: A4493-01 (D16-00748) 


Species Housed [use common 
names, é.g., mouse, rat, 
rhesus, baboon, zebrafish, 
African clawed frog] 


BS-114 98 SF Mouse — smoke study/holding TBD 


Mouse ae 
j : Moving ~10 cages 
Breeding Mice from Clermont 


TBD 
Moving ~ 90 cages 
from Clermont into 


this room 
Mouse TBD 
BS-123 199 SF Weaning room Moving ~20 cages 
from Clermont 
Mouse TBD 
BS-125 202 SF Moving ~10 cages 
MR1506M from Clermont 


Mouse 

2MR1705M Moving ~50 cages 
from Clermont 

Mouse 


Gross Square 
Feet [include 
service areas] 


Approximate 
Average Daily 
Inventory 


Laboratory, Unit, or 
Building* 


Mouse 


Rat TBD 
BS-130 214 SF CD1704R ~30 - study to begin 
late November 
TBD 
BS-131 201 SF 2MR1604M Moving ~50 cages 
from Clermont 


This is a new research facility and we are gradually moving our animals in and determining our 


mbers. An updated chart will be submitted at a later time to detail our census. 


“Institutions may identify animal areas (buildings/rooms) by a number or symbol in this submission 
to OLAW. However, the name and location must be provided to OLAW upon request. 
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4 DEPARTMENT OF HEALTH & HUMAN SERVICES PUBLIC HEALTH SERVICE 
9 NATIONAL INSTITUTES OF HEALTH 
“era er ee 
FOR US POSTAL SERVICE DELIVERY: FOR EXPRESS MAIL: 
Office of Laboratory Animal Welfare Office of Laboratory Animal Welfare 
Division of Assurances Division of Assurances 
6705 Rockledge Drive 6705 Rockledge Drive, Suite 360 
RKL I, Suite 360, MSC 7982 Bethesda, Maryland 20817 
Bethesda, Maryland 20892-7982 Telephone: (301) 496-7163 
Home Page: http://grants.nih.gov/erants/olaw/olaw.him Facsimile: (301) 402-7065 
January 26, 2018 Reference: Assurance Approval for: 


D16-00748 (A4493-01) 


Sallie Houser-Hanfelder 

Medical Center Director 

VA - Eastern Colorado Healthcare System VA Medical Center 

13611 East Colfax 

Aurora, CO 80045 2 


Dear Dr. Houser-Hanfelder, 


lam pleased to inform you that the Office of Laboratory Animal Welfare (OLAW) reviewed and approved 
your institution’s Animal Welfare Assurance (Assurance) that was submitted in accordance with the Public 
Health Service (PHS) Policy on Humane Care and Use of Laboratory Animals (Policy), revised 2015. 


Your Assurance, identification number D16-00748 (A4493-01), became effective on January 26, 2018 and 
will expire on December 31, 2021. Please include the Assurance number on all correspondence to OLAW. 
A copy of the signed Assurance document is enclosed. The signature page provides verification of approval 
by OLAW and specifies the period during which your institution’s Assurance is effective. 


The Assurance is a key document in defining the relationship of your Institution with the PHS. It sets forth 
the responsibilities and procedures of your Institution regarding the care and use of laboratory animals. 
Among the important elements of the Assurance, | would especially call your attention to the reporting 
requirements that are essential for continued compliance with the PHS Policy. Please note that an Annual 
Report to OLAW is required at least once every 12 months. Annual Reports for the previous calendar year 
are due by January 31%. : 


if | may be of any further assistance, please do not hesitate to contact me. 


Sincerely, 
21/26/2018 


X_ Venita B. Thornton 


Signed by: Venita B. Thornton -S 
Venita B. Thornton, DVM, MPH 
Senior Assurance Officer 
Enclosure: As stated Office of Laboratory Animal Welfare 


cc: IACUC Chair 
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Rocky Mountain Regional VA Medical Center 
1700 N Wheeling Street 

Aurora, CO 80045 

D16-00748 (A493-01) 


Above is the official new address for: 

VA-Eastern Colorado Healthcare System, VA Medical Center 
13611 East Colfax 

Aurora, CO 80045 


A. The qualifications, authority, and percent of time contributed by the veterinarian(s) who 
will participate in the program are as follows: 


1) Name: Chris Manuel 


Qualifications 

e Degrees, certifications, licensure: BS Microbiology, North Carolina State 
University, 1999. DVM, North Carolina State University, 2004. Small Animal 
Clinical Internship, Blue Pearl Veterinary Specialists, 2005. Residency 
Comparative Medicine, University of Missouri, 2008. PhD Veterinary Pathobiology, 
University of Missouri, 2010. DACLAM certification 2011. Licensed in State of 
Colorado, VET 009261 (Expires 10/31/2020). 


e Training or experience in laboratory animal medicine or in the use of the species 
at the institution: 1 year of small emergency medicine and surgery practice, 
2004-5. Comparative Medicine Residency Training Program at the University of 
Missouri, with continued post-doctoral training in lab animal medicine while a PhD 
candidate, 2005-2010. Clinical veterinarian in laboratory animal medicine with 
species including rodents, rabbits, cats, dogs, pigs, sheep, and cows, University of 
Colorado Denver Anschutz Medical Campus, 2010-2017. Currently, Associate 
Director of the Office of Laboratory Animal Resources at the University of 
Colorado Denver Anschutz Medical Campus, 2017-current. 


Authority: Dr. Manuel has direct program authority and responsibility for the 
institution’s animal care and use program, including access to all animals in the 
animal care and use program. 


Time contributed to program: 0.1 FTE: 4 hours per week to the animal care and use 
program in consultation with resident or facility manager via email or phone. Dr. 
Manuel participates in major inspections and semi-annual review process. On a 
rotating basis, will provide 1-4 hours of veterinary services per month at the 
institution every fourth month. On a rotating basis, veterinary emergency on-call for 
1 week every 5 weeks. 


Teri Armstrong, (VMU Supervisor) is the on-site supervisor providing daily animal 
care and use oversight and facility management. Ms. Armstrong oversees a staff of 
three to five and provides daily animal care as required by OLAW, AAALAC, and 
USDA. 

2) Name: Jori Leszczynski 


Qualifications 
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e Degrees: BS Food Science and Nutrition, The Ohio State University, 1995. DVM, 
The Ohio State University College of Veterinary Medicine, 1999. 


e Training or experience in laboratory animal medicine or in the use of the species 
at the institution: Residency in Laboratory Animal Medicine, University of Illinois- 
Chicago, completed 1999. Diplomate of the American College of Laboratory 
Animal Medicine, 2004. 


Responsibilities: Assists Dr. Manuel and may provide primary and emergency 
veterinary care, and back-up of IACUC responsibilities including pre-review veterinary 
consults for all ACORP’s, protocol review, and post-approval monitoring. 


Time contributed to program: 0.002 FTE. Provide back-up support to the animal care 
and use program in the absence of Chris Manuel. On a rotating basis, veterinary 
emergency on-call for 1 week every 5 weeks. 


3) Name: Derek Fong 


Qualifications 
e Degrees: BS, Molecular, Cellular, and Developmental Biology, Yale University, 2005. 
VMD, University of Pennsylvania Veterinary School, 2009. 


e Training or experience in laboratory animal medicine or in the use of the species at 
the institution: Residency in Laboratory Animal Medicine, Washington National 
Primate Research Center and University of Washington, completed 2011. Diplomate 
of the American College of Laboratory Animal Medicine, 2012. 


Responsibilities: Assists Dr. Manuel by providing primary and emergency veterinary care 
and training to the research or animal program staff. 


Time contributed to program: 0.00625 FTE. On a rotating basis, will provide 
approximately 1-4 hours per month of veterinary services at the institution every fourth 
month. On a rotating basis, veterinary emergency on-call for 1 week every 5 weeks. 
Contribution to the animal care of use program off-site will be on an as needed basis. 


4) Name: Lauren Habenicht 


Qualifications 

e Degrees: BS Brain and Cognitive Science, Massachusetts Institute of Technology 
2009. DVM, Colorado State University College of Veterinary Medicine and Biomedical 
Sciences 2013. MS Comparative Medicine, University of Washington 2016. 


e Training or experience in laboratory animal medicine or in the use of the species at 
the institution: Residency in Laboratory Animal Medicine, University of Washington, 
completed 2016. Diplomate of the American College of Laboratory Animal Medicine, 
2017. 


Responsibilities: Assists Dr. Manuel by providing primary and emergency veterinary care 
and training to the research or animal program staff. 


Time contributed to program: 0.00625 FTE. On a rotating basis, will provide 
approximately 1-4 hours per month of veterinary services at the institution every fourth 
month. On a rotating basis, veterinary emergency on-call for 1 week every 5 weeks. 
Contribution to the animal care of use program off-site will be on an as needed basis. 
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5) Name: Michael Fink 


Qualifications 

e Degrees: BA Communication, University of Missouri, 2007. BA Psychology, University 
of Missouri, 2007. DVM, University of Missouri College of Veterinary Medicine, 2013. 
PhD Veterinary Pathobiology, University of Missouri, 2017. 


e Training or experience in laboratory animal medicine or in the use of the species at 
the institution: Residency in Comparative Medicine, University of Missouri, completed 
2016. 


Responsibilities: Assists Dr. Manuel by providing primary and emergency veterinary care 
and training to the research or animal program staff. 


Time contributed to program: 0.00625 FTE. On a rotating basis, will provide 
approximately 1-4 hours per month of veterinary services at the institution every fourth 
month. On a rotating basis, veterinary emergency on-call for 1 week every 5 weeks. 
Contribution to the animal care of use program off-site will be on an as needed basis. 


DEPARTMENT OF VETERANS AFFAIRS MEDICAL CENTER 
950 Campbell Avenue 
West Haven, Connecticut 06516 


RE: 20-02917-F 


3/12/2020 


Russ Kick ; 

New Englaiid Anti-Vivisection Society’ ~~ eles ie —— 
333 Washington Street 

Boston, MA 02108 
rkick.contractor@neavs.org 


Dear Russ Kick: 


This letter is the initial agency decision to your 11/18/2019, request under 
the Freedom of Information Act (FOIA), 5 U.S.C. § 552, submitted to the VHA 689 - VA 
Connecticut HCS requesting the following records: 


The census or inventory of all non-human primates held for any reason 
(Research, breeding, teaching, training, etc.) at the VA facilities in: West Haven, CT. 


As indicated in their 12/30/2019 letter (20-01635-F), the VHA FOIA Office 
referred your request to VHA 689 - VA Connecticut HCS FOIA Office for further processing 
and direct response to you. Your FOIA request was received in my office on 
12/31/2019. 


The Research Service conducted a search for documents responsive to your — 
request. The search was conducted by utilizing the search criteria as described in your_ == = 
request. At the conclusion of the search, 1 document, totaling 2 pages, were determined 
to be responsive to your request. All information is provided in its entirety. No portions 
of the requested records have been withheld either in whole or in part. This concludes 


VHA’s response to your FOIA request. 
Please be advised you may appeal this full grant response to: 


Office of the General Counsel (024) 
Depariment of Veterans Affairs 

810 Vermont Avenue, N.W. 
Washington, D.C. 20420 Email: 


ogcfoiaappeals@va.gov 


If you should choose to file an appeal, your appeal must be postmarked or 


a 
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electronically transmitted no later than ninety (90) calendar days from the date of this 
letter. Please include a copy of this letter with your written appeal and clearly state 
why you disagree with the determinations set forth in this response. 


You may also seek assistance and/or dispute resolution services for any 
other aspect of your FOIA request from VHA’s FOIA Public Liaison and/or Office of 
Government Information Services (OGIS) as provided below: 


VHA FOIA Public Liaison: 


Email Address:vhafoia2@va.gov 
Phone Number: (877) 461-5038 


Office of Government Information Services (OGIS) 
— ~—- ~ Email: ogis@nara.gov -——--- ~~~ aaa See te eae ey, “See 
Fax: (202) 741-5769 
Mailing address: Office of Government Information Services 
National Archives and Records Administration 
8601 Adelphi Road 
College Park, MD 20740-6001 


If you need any further assistance or would like to discuss any aspect of your 
request, please do not hesitate to contact me at 203-932-5711 X4109 or X6391 or via 


email at VACT.VAFOIA@VA.GOV. 


Sincerely, 
Quinn Martin 
VHA 689 - VA Connecticut HCS FOIA Officer 
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According to the Paperwork Reduction Act of 1995, an: agency may not conduct or sponsor, and 2 person is not required to respond {o, a collection of information untess il OMB APPROVED 
displays a valid OMB control number. The valid OMB control number for this information collection Is 0579-0636. The time required to complete this information coffection 0579-0036 

is estimated to average 2 hours per response, including the time for reviewing mstructions, searching existing data sources, gathering and maintaining the data needed, and 

completing and reviewing the collection of information. 


| This report is required by law (7 U.S.C. 2143). Failure to report according to the regulations can result in an order to cease and desist and interagency Report Control Fi 
to be subject to penalties as provided for in Section 2150, No. 0180-DOA-AN seal Year 2019 
UNITED STATES DEPARTMENT OF AGRICULTURE REGISTRATION NUMBER: 16-V-0002 “ 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE ice see an 
) 2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include ZIP Code} 
ANNUAL REPORT OF RESEARCH FACILITY | ve tescatcomor (se) 
(TYPE OR PRINT) bee ee nical 
West Haven, CT 06516 
Telephone: (203-937-3830 


all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or heid for these purposes. Attach addilional sheets if necessary.) 
FACILITY LOCATIONS (Sifes) See Attached Listing 


3. REPORTING FACILITY 


————— REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023<A. 
E. Number of animals upon which teaching, 
experiments, research, surgery, or tests were 


Number of animats upan 
“which experiments, 


? Number of animals 


. Number of arumais conducted involving accompanying pain ar 
> iy : po le 4. or held upon which paling ocak distress to the animals and for which the use of 
Animals Covered By forse int eachi is teaching, research, gelarihe ied involvi appropriate anesthetic, analgesic, or TOTAL NUMBER 
The Animal testi 9. experiments, or tests pecan ee tranquilizing drugs would have adversely OF ANIMALS 
Welfare Regulations i ee were conducted distre ae ae bias nnaie affected the procedures, results, or 
paaelg pay involving no pain, andf interpretation of tha teaching, research, {Cols, C+ 04 Ey 
alone distres: f onic Sppropnate riments, or tests. (An janation 
but not yet used for spate aabiraetand anesthetic, analgesic, or oe Sey OF eS: é explanatio 
stich one pain-refieving drugs. tranquilizing drugs ware of the procedures producing pain or distress on 
PUP aESe: re Aine ng these animals and the reasons such drugs were 


not used must be attached fo this repo 


. Bogs 

Cats 

. Guinea Pigs 
. Hamsters 


Rabbits 


olalrtoatal a 


ae 
eee nat 
rs 
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ae 

. Non-human Primates ep ee 
12. Other Farm Animals ed 
Ee 

i ees 

ee ed 
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43. Other Animais 


ASSURANCE STATEMENTS 
4.) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate usa of anosthelic, analgesic, and tranquilizing dnigs, prior to, during, and following actual 
research, teaching, testing, surgery, or experimentation were followed by this research facility. 
2.) Each principal investigator has considered alternatives to painful procedures 


3.) This facility is adhering to the standards and regulations under the Act, and it has required thal exceptions te the standards and regulations be specified and explained by the principal investigator and 
approved by the institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions {s attached to this annual report. In addition to identifying the IACUC approved 
exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


aspects of animal care and use. 


the provisions care and to oversee the adequa: 


qd ait igh: 
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
{Chief Executive Officer (C£.0,} or Legally Responsible institutions} Officiat (7.0,)} 
1 cartify that the abavo Is (rue, corree?, and compiste (7 U.S.C. Section 214: 
NAME AND TITLE OF C.E_O. OR LO. (Type or Pring 


Alfred A. Montoya, Jr., 
APHIS FORM 76023 


JUL 7013 Medical Center Director 
VA Connecticut Healthcare System 


MHA, FACHE, V 


e 


* 
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According to the Paperwork Reduction Act of 1995, an agency may not conduct or sponsor, and a person is not required to respond to, a collection of information uniess it OMB APPROVED 
displays a valid OMB control number The valid OMB contro! number for this information collection is 0579-0036 The time required to complete this information collection 0$79-0036 

fs estimated to average 2 hours per response, including the time for reviewing mstructions, searching existing data sources, gathering and maintaining the data needed, and 

completing and reviewing tho collection of information, 


This report is required by law (7 U.S.C. 2143). Failure to report according to the regulations can result in an order to cease and desist and interagency Report Contra! Fiseal ¥ 
to be subject to penalties as pravided for in Section 2150. No. 0180-DOA-AN al 


UNITED STATES DEPARTMENT OF AGRICULTURE REGISTRATION NUMBER: 16-V-0002 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE cea tok 
2 HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 


CONTINUATION SHEET FOR ANNUAL include ZIP Code} 
REPORT OF RESEARCH FACILITY Va Medical Center (689) 


Research Dept. 
(TYPE OR PRINT) 950 Campbell Avenue 
. West Haven, CT 06516 


Telephone: (203-937-3830 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary.) 


Number of animals upon which teaching, 


Number of is ee bea bd oe en experiments, research, surgery, or esis were 
bene bred Number of animais teact beagle A conducted involving accompanying pain or 
6 b sned ‘6p held upon which 2 ai tests were distress to the animals and for which the use of 
Animals Covered By foruee it aa ching teaching, research, ow al eH involving appropriate anesthetic, analgesic, or TOTAL NUMBER 
The Animal testi : experiments, or tests Siscniad AAA Or tranquilizing drugs would have adversely OF ANIMALS 
Welfare Regulations ae am ie were conducted raid stok: ecu affected the procedures, results, or 


: distress {0 the animals ; 1. =, 
rasearch, or surgery involving no pain, and for which appropriate interpretation of the teaching, research, —~—- {Cols.C +D+£} a 


but not yet used for peared ae a = anesthetic, analgesic, or 
Pe mg tranquilizing drugs were 


experiments, surgery, or tesis. (An explanaton 

of the procedures producing pain ar distress on 
these animals and ihe reasons such drugs were 
not used must be attached to this report. 


ASSURANCE STATEMENTS 


1.) 
2) 
3.} 


a 


Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following actual 
research, teaching, testing, surgery, or experimentation were followed by this research facility. 
Esch principal investigator has considered altematives to painful procedures. 


This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be speafted and explained by the principal investigator and 
approved by the Institutional Animal Care and Use Committee {(IACUC). A summary of all such exceptions Is attached to this annual report. in addition to identifying the {ACUC approved 
exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. xe, 


~~ 


The attending veterinarian for this research facility has appropriate authority to ensure the provisions of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
{Chief Executive Officer (C.E.0) or Legally Responsible institutional Official {1.0,J} 
t certify that the above is true, correct, and complete (7 U.S.C. Section 2443). 


SIGNATURE OF C.E0. OR 1.0. NAME AND TITLE OF C.£.0. OR LO. (Type or Pring DATE SIGNED 


APHIS FORM 70234 
AUG 2013 


DEPARTMENT OF VETERANS AFFAIRS 
TENNESSEE VALLEY HEALTHCARE SYSTEM 
1310 24" Avenue South 3400 Lebanon Road 
Nashville, Tennessee 37212 Murfreesboro, TN 37129 
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In Reply Refer To: 626/001 Y- PO 
January 23, 2020 


FOIA Request No.: 20-02808-F 
Mr. Russ Kick 


New England Anti-Vivisection Society 
333 Washington Street, Suite 850 
Boston, MA 02108 


Dear Mr. Kick: 


This letter is the initial agency decision to your December 13, 2019 request under the Freedom of 


_Information Act (FOIA), 5 U.S.C. § 552, submitted to the Tennessee Valley Health Care System 


for a copy of: 


j 


“This request concerns the Institutional Animal Care and Use Committee TACUC) at your VA 
facility. (If there is more than one IACUC, this request applies to all of them.) 


e 1a) According to The Guide for the Care and Use of Laboratory Animals (The Guide), 
8th edition, all entities must have a system in place for anyone (insiders or members of 
the public) to report concerns regarding animal welfare at a facility. These reports are 
either made directly to the IACUC Chair or a designated representative, or they 
eventually are routed to the [ACUC Chair/representative. We request all such reported 
concerns received by the Chair since January 1, 2019. (This would encompass all 
appendices, annexes, attachments, and accompanying documents, including photos and 
videos in their original formats and resolution.) 


© 1b) Further, for all such reported concerns deemed supported, we request the notification 
sent to the Institutional Official. The time frame is January 1, 2019, to present. (This 
would encompass all appendices, annexes, attachments, and accompanying documents, 
including photos and videos in their original formats and resolution.) 


e 2a) Per The Guide, all entities must have a system in place for investigators to notify the 
IACUC and/or attending veterinarian of adverse events, unexpected or unanticipated 
outcomes, violations of protocols, and other incidents involving animal welfare that occur 
during their studies/experiments. We request all such notifications received by the 
IACUC or AV since January 1, 2019. (This would encompass all appendices, annexes, 


attachments, and accompanying documents, including photos and videos in their original 
formats and resolution.) 


aa 
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e 2b) Further, we request all notifications sent to the Institutional Official regarding these 
reported incidents. The time frame is January 1, 2019 to present. (This would 
encompass all appendices, annexes, attachments, and accompanying documents, 
including photos and videos in their original formats and resolution.)” 


Your FOIA request was received in my office on December 26, 2019. 


The Vanderbilt University Medical Center Institutional Animal Care and Use Committee 
(IACUC) and Department of Veteran Affairs conducted a search for documents responsive to 
your request. The search was conducted by utilizing the search criteria of [ACUC database, 
animal welfare concerns, and notifications were searched. At the conclusion of the search, (6) 
documents totaling (8) pages, was determined to be responsive to your request. 


The following responsive information has been provided: 


1. According to The Guide for the Care and Use of Laboratory Animals (The Guide), 8th 
edition, all entities must have a system in place for anyone (insiders or members of the 
public) to report concerns regarding animal welfare at a facility. These reports are either 

. made directly to the [ACUC Chair or a designated representative, or they eventually are 
routed to the IACUC Chair/representative. We request all such reported concerns 
received by the Chair since January I, 2019. (This would encompass all appendices, 
annexes, attachments, and accompanying documents, including photos and videos in their 
original formats and resolution.) 


“+ A redacted copy of email notification to the Vanderbilt Office of Animal Welfare 
Assurance (IACUC Office) about an animal welfare concerns at the VA has been 
provided. (5 pages — Exhibit A) 


% Email dated January 4, 2019 regarding Animal Welfare issue. 
(1 page) 


& Email dated January 3, 2019 with summary regarding Animal Welfare issue. 
(2 pages) 


o, 
“~ 


A redacted copy of Animal Room Daily Activity Checklist — January 2019. 
(1 page) 


}, 
“~ 


A redacted copy of Animal Room Daily Activity Checklist - December 2018. 
(1 page) 
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2. Further, for all such reported concerns deemed supported, we request the notification 
sent to the Institutional Official. The time frame is January 1, 2019, to present. (This 
would encompass all appendices, annexes, attachments, and accompanying documents, 
including photos and videos in their original formats and resolution.) 


«* A redacted copy of email notification dated January 28, 2019 sent to the 
Institutional Official regarding the incident has been provided. 
(1 page — Exhibit B) 


( 3. Per The Guide, all entities must have a system in place for investigators to notify the 
IACUC and/or attending veterinarian of adverse events, unexpected or unanticipated 
outcomes, violations of protocols, and other incidents involving animal welfare that occur 
during their studies/experiments. We request all such notifications received by the 
IACUC or AV since January 1, 2019. (This would encompass all appendices, annexes, 
attachments, and accompanying documents, including photos and videos in their original 
formats and resolution.) 


“* A redacted copy of the letter notification to the Chair of the [ACUC about an 
unexpected outcome in VA Animal Research has been provided. 
(1 page — Exhibit C) 


4. Further, we request all notifications sent to the Institutional Official regarding these 
reported incidents. The timeframe is January 1, 2019 to present. (This would 
encompass all appendices, annexes, attachments, and accompanying documents, 
including photos and videos in their original formats and resolution.) 

«* A redacted copy of the excerpts from the minutes of the IACUC meeting held 
April 24, 2019 reporting the incident whereby the IACUC and Institutional 
Official were notified has been provided. 
(1 page — Exhibit D) 


My review of the documents revealed that they contained information that falls within the 
disclosure protections of FOIA Exemption 6, 5 U.S.C. § 552(b)(6). FOIA Exemption 6 permits 
VA to withhold a document or information contained within a document if disclosure of the 
information would constitute a clearly unwarranted invasion of a living individual’s personal 
privacy. 


Stated another way, VA may withhold information under FOIA Exemption 6 where disclosure of 
the information, either by itself or in conjunction with other information available to either the 
public or the FOIA requester, would result in an unwarranted invasion of an individual’s 
personal privacy without contributing significantly to the public’s understanding of the activities 
of the federal government. 


el 
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Specifically, the ‘redacted information I am withholding, as indicated on the enclosed documents, 
under FOJA Exemption 6 consists of the following: 


e Names and titles of individual staff members at Vanderbilt University Medical Center, 
Department of Veteran Affairs — Tennessee Valley Healthcare System, and the locations 
of animal research laboratories. 


The individuals associated with this information have a personal privacy interest in it. 


The coverage of FOIA Exemption 6 is absolute unless the FOIA requester can demonstrate a 
countervailing public interest in the requested information by demonstrating that the individual is 
in a position to provide the requested information to members of the general public and that the 
information requested contributes significantly to the public’s understanding of the activities of 
the Federal government. Additionally, the requester must demonstrate how the public’s need to 
understand the information significantly outweighs the privacy interest of the person to whom 
the information pertains. 

Upon consideration of the materials provided, I have not been able to identify a countervailing 
public interest of sufficient magnitude to outweigh the privacy interest in this case. 


The individuals associated with this information have a personal privacy interest in information 
that outweighs any public interest served by disclosure of their identities under FOIA. 


If you disagree with my determination to withhold the information under FOIA Exemption 6, 
please be advised you may appeal to: 


Office of the General Counsel (024) 
Department of Veterans Affairs 

810 Vermont Avenue, N.W. 
Washington, D.C. 20420 

Email: ogcfoiaappeals@va.gov 


If you should choose to file an appeal, your appeal must be postmarked or electronically 
transmitted no later than ninety (90) calendar days from the date of this letter. Please include a 
copy of this letter with your written appeal and clearly state why you disagree with the 
determinations set forth in this response. 


You may also seek assistance and/or dispute resolution services for any other aspect of your 
FOIA request, excluding the release determination, from VHA’s FOIA Public Liaison and or 
Office of Government Information Services (OGIS) as provided below: 


Mr. Russ Kick 
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VHA FOIA Public Liaison: 
Email Address: vhafoia2@va.gov 
Phone Number: (877) 461-5038 


Office of Government Information Services (OGIS) 

Email: ogis@nara.gov 

Fax: (202) 741-5769 

Mailing address: Office of Government Information Services 
National Archives and Records Administration 

8601 Adelphi Road 

College Park, MD 20740-6001 


Thank you for your interest in VA. If you have any further questions, please feel free to contact 
me at (615) 873-6953, or via email, at TVHSFOIA Officers@va.gov. 


Sincerely, 


Shirley P. Hobson 
Privacy/Freedom of Information Act (FOIA) Officer 


VA Tennessee Valley Healthcare System 


Enclosures: 8 pages 
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Exhibit A 


Subject: FW: Animal Welfare issue 
Importance: High 


Hello\amaag 
On Thursday 1/3, DAC ations was made aware of an animal welfare incident that occurred at the VA. The attached 


One 
documents include VAs (6) yn logs for Dec 2018, January 2019 and a summary o (B)(6) 
initial follow up with VA ACT staff. | spoke with loc and clarified the following; 

® eo equipment is Allentown IVC racks with external water bottles. 

° n1/2/19, a dead mouse was found in a cage without a water bottle on Rack H. 

eEported tha (B) s responsible for managing the cage in question 

and a a entry into the vivarium was on Friday, December 28". 

e requested clarification for the VA ACT staff reporting that “water bottles were present on all cages”. This 
implies that bottles were physically in place on the cage and staff confirmed that sufficient volume of water was 
available for animals to access. 

s Water bottles were changed out on Wednesday 12/26/18. 

Mouse found dead on Jan 2™ was not reported to DAC Operations or Clinical staff. 

* Mouse found dead on Jan 3 was not reported to DAC Operations staff. DAC Veterinary technician did check 


cage and assess remaining animals, not clear how they were notified. 
mg (8)(6) otified EO) bf the animal deaths on Thursday 1/3/19 


in the afternoon. 
Please let me know if you require clarification or have additional questions. 
Thank you for your attention to this matter. 
Best regards, 


Animal Care and Use Program 


Subject: Animal Welfare Issue 
importance: High 


| was informed this evening that there was a cage of 5 mice found without a water bottle yesterday in roo (B)(6) 

which 2 mice were found dead, presumably from no access to water over a period of time. | talked with bot! (B)(6) 
(B)(6) oncerning this, and | talked with the lab personnel who covers these mice. The information that | have 
gathered and observed | have attached to this email. 


Thank you, 


(B)(6) 


Vanderbilt — Center University 


ee ar erent eoerrren eerie ogaieterure pemenarepaite danas weve Ines shvpmnece mene typeset tmeam ewes tenets wmtntmverttumetrtetntalsnagdte es Smit oh edbeeh prensa cet 


Summary of animal welfare issue, Jan. 3° 2019 


B 
Saturday, Dec. 29"" and Sunday, Dec. 30" (B)(6) covered the weekend and stated that 
observed that there were water bottles in every cage on these two days (hh Iso stated tha Hid not 


spot change any cages in this room on these two days. | will check the log sheet for December to verify. 
Also, there were no scheduled water bottle or cage change on these two days. 


Monday, Dec. 31°: (J (6) hecked room oan stated tha bserved that there were 
water bottles in every cage on this aay. | will check the log sheet for December to verify. Also, there 


were no scheduled water bottle or cage change on this day. 


Tuesday, Jan. Lorre... New Year's a ted thaffedpobserved that there were 


water bottles in every cage on this day Iso stated th did not spot change any cages in this 
room on this day. The room log sheet reflects that there were no cages that were spot changed. Also, 
there were no scheduled water bottle or cage change on this day. 


Wednesday, Jan 24 checked the room and found the cage without a water bottle 
and a dead mouse was in the cag CO hiaced a water bottle in the cage and marked the cage witha 
health issue, bu id not contact the veterinary technician and did not inform me about it. 


(Today) Thursday, Jan. 3'4 (B)(6) hecked the room and found another dead animal in the 
cage and the existing mice still hunched, The veterinary technician did check the existing mice and 
determined no further health issue. It was brought to my attention by the lab personnel covering these 
mice that this issue occurred. 


Note: When | observed the cage this evening | noticed that it looked like a cleaner cage, possibly 2 to 3 - 
day old cage. 
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Exhibit B 


From: (Yea) , 


Sent: Monday, January 28, 2019 10:41 A 
To: Manning, John <john.manning@vumc.org> 
Subject: January [ACUC meeting update 


Dr. Manning, 
The IACUC discussed three items of non-compliance at the January IACUC meeting. Summary below: 
1. VA(PH: A self-report from the VA indicated that two mice died due to lack of water over the New Year's 


weekend. Follow-up investigation found that a VA technician had failed to properly perform a daily health and 
room check, and did not note that the water bottle had been remeved for over 24 hrs. Reportable to OLAW. 
\ 


Let me know if you have any additional questions. 


Ci rds, 


Exhibit C 


bilt University Medical Center gg 


\ 


7 April 18, 2019 


Dear Dr. Emeson, 
| wanted to inform you and the IACUC about a recent incident th m(B)(6) lab had with our ; - 
aristolochic acid injury model. We have used (and published this model) for over six years, but x 
recently 3 different members of the lab performed injections and all three had high mortality . 
rates. Usually, t (B) (6) abet Seon survival. The details about each mouse (including weights) 
were provided to na recent email. The three employees who performed the IP 
injections have done so in the past, and they all took place during the month of March. When we 

realized that the mortality was higher than usual, | chatted with my team and identified that the 
aristolochic acid (comes as powder) had been recently made into a new batch. We discarded - 

this batch. We were also in close communications with the veterinary staff about the 7 

management of the sick animals. With their agreement, we gave some mice saline to help with 
concurrent dehydration. Unfortunately, these animals either died or were deemed too sick to 


continue and were sacrificed The chain of emails between our lab and the veterinary staff was - 
also sent tiga didn’t realize that we should also notify the IACUC of this event, : 
but we will certainly do so in the future should higher-than-usual mortality occur. We have made a 


up a new baitch of aristolochic acid, and lab members are just starting to use this. We will keep 
the [ACUC apprised of how this goes. Again, we apologize for not notifying the [ACUC about 
this event and will do so in the future. | am happy to further discuss these details with you and/or 


other IACUC members. 


(B)(6) 


‘ 
} 

} 
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Exhibit D 


!ACUC Minutes 
April 24, 2019 


(B) 
Unintended acon ose 

The Chair received a self-report from the PI stating that following the administration of aristolochic acid, 
there was a higher than usual mortality rate. While working with the DAC veterinary staff, the Pl and 
laboratory staff identified that the cause of the increase in mortality was due to a bad mixture of the 
aristolochic acid which was discarded. The laboratory has since mixed a new batch and hasn’t seen the 


same high mortality rate. 


Motion (RE): To send a letter to the PI thanking them for the self-report and reminding them to notify 
the !ACUC if any unintended outcome arises in the future. 


A vote was taken; the motion passed unanimously. 


DEPARTMENT OF VETERANS AFFAIRS 
Harry S. Truman Memorial Veterans’ Hospital 
Soo Hospital Drive 
Columbia, Missouri 65201 


November 30, 2017 


James R. Swearengen, D.V.M 

Global Director 

Association for Assessment and Accreditation of 

Laboratory Animal Care International 

5205 Chairman’s Court, Suite 300 - 
Frederick, MD- 21703 


Subj: Description of Institutional Animal Care and Use Program 


Enclosed you will find the information you requested regarding our animal care and use 
program and animal facility, submitted in preparation for a site visit to be scheduled during 
the Winter Trimester (January-March) 2018. In the past, our site visit has been coordinated 
with that of the University of Missouri-Columbia. The University will provide information to 
the inspectors regarding preferred dates and other details of the visit. 


The description and data were compiled in as complete and concise a manner as possible. 
Should you require additional information before your visit, don't hesitate to contact Rob 
Crawford, Robert.Crawford5@va.gov, at (573) 814-6553. 


Ct oe . 


ADAM WHALEY-CONNELL, DO, MSPH, MEd 
Associate Chief of Staff, Research 
Adam.whaley-connell@va.qov 


000001 


Program Description 
Animal Care and Use Program 


~\ 


Veterinary Medical Unit 


Harry S. Truman Memorial 


Veteran’s Hospital 


800 Hospital Drive 
Columbia, MO 65201 


December 1, 2017 


For 
AAALAC International 
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Program Description 


instructions for Completing and Submitting the Program Description for the Institutional 
Animal Care and Use Program 


Section 1. Introduction 


A. State the name of the program unit and, if applicable, its parent organization. List all 
organizations (schools, centers, etc.) included within the program unit. 


The Program Unit is the Veterinary Medical Unit (VMU) of the Research Service, a 


component of the Harry S. Truman Memorial Veteran’s Hospital, Columbia, MO 
(Truman VA). 


B. Give a brief overview of the institution, its purpose and how the animal care and use 
program relates to the mission of the institution. 


The primary mission of the hospital is to provide high quality medical care to veterans, 
provide training for physicians, and conduct medical research. The Research and 
Development (R&D) program, of which the VMU is an integral part, produces new 
knowledge, techniques, and products that lead to improved diagnosis, prevention, treatment, 
and control of disease. These outcomes of the R&D program improve the care of VA 
patients, help the VA attract and retain high quality staff and provide a stimulating 


| intellectual environment for the hospital's education programs. 


C. Note that AAALAC International’s three primary standards are the Guide for the Care 
and Use of Laboratory Animals (Guide), NRC, 2011; the Guide for the Care and Use of 
Agricultural Animals in Research and Teaching (Ag Guide), FASS, 2010, and the 
European Convention for the Protection of Vertebrate Animals Used for Experimental 
and Other Scientific Purposes, Council of Europe (ETS 123). Other regulations and 
guidelines used (U.S. Department of Agriculture (USDA), Public Health Service (PHS) 
Policy, Good Laboratory Practice (GLP), Canadian Council on Animal Care (CCAC), ° 
etc.) may also apply. Describe which of the three primary standards and other 
regulations and guidelines are used as standards for the institutional animal care and 
use program and how they are applied. For example, an academic institution in the | 
United States with an Office of Laboratory Animal Welfare (OLAW) Assurance may use 
the standards of the Guide and PHS Policy for all animals, the Animal Welfare Act 
regulations for covered species, and the Ag Guide for agricultural animals used in | 
agricultural research and teaching (see also Guide, pp. 32-33). In the European Union, 
the standards applied might be the Guide, ETS 123, Directive 2010/63, and any 


country-specific regulations. 
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primary standard. Additional Federal guidelines as published by the U.S. Department of 
| Agriculture (USDA) and the Public Health Service (PHS) are also used. The Veterans 
| Administration, through the Office of Research and Development (ORD) also provides 

| specific guidance (VHA Handbook 1200.07 —Dated 11/23/11 Use of Animals m Research 
| and VHA Handbook 1200.08 — Safety of Personnel Engaged in Research) that is used as a 
i reference. These guides are used to establish standard operating procedures for the care and 
| use of animals and safety of research personnel. 


. Describe the organization and include an accurate, current, and detailed organizational 
chart or charts (see Appendix 4) detailing the lines of authority from the Institutional 
Official to the Attending Veterinarian, the Institutional Animal Care and Use 
Committee/Oversight Body ([ACUC/OB), and the personnel providing animal care. 
Please include the title, name (Note: For individuals whose information is publicly 
available, provide the titles and names; for individuals whose information is not publicly 
available, you may provide titles only.), and degree (if applicable) of each individual at 
the level of supervisor or above. Names of animal care staff below the title of 
supervisor need not be included, but the titles and number of animal care personnel 
under each supervisor should be included. If animal care responsibility is 
administratively decentralized, including the management of satellite housing 
areas/locations, the organizational chart or charis must include all animal care 
programs, indicating the relationship between each administrative unit and personnel, 
the Attending Veterinarian, and the Institutional Official. 


| The lines of authority and responsibility for administering the program and assuring =i 

| compliance with this policy are illustrated in Appendix 4. David Isaacks, FACHE, Hospital 
Director, is the designated Institutional Official (IO). Adam Whaley-Connell, DO, MSPH, 

| MEd, Associate Chief of Staff for Research and Development (ACOS/R&D) at the 

| institution, is responsible for administering the program for animal care and use in Research 

| Service and for oversight of the various components of the animal research program. Dr. 

| Whaley-Connell is Executive Secretary of the Research and Development (R&D) 

| Committee, the board responsible for the conduct of research at the institution. The 

| Administrative Officer for Research and Development ia supervised by 
the ACOS/R&D, has administrative responsibility for the research core and the VMU. A 


| Subcommittee for Animal Studies (SAS), chaired by h.D., functions 


| as the institutional animal care and use committee ((ACUC). The SAS reports directly to the’ 
| TO, and dually to the R&D Committee. The supervisor of :- 
Ce 


| assist him on clinical matters, answers directly to Dr. Whaley-Connell, ACOS/R&D for 
operational or administrative matters, and to the SAS and IO for oversight issues. Animal 
husbandry and veterinary medical care is provided via the Office of Animal Resources 


(OAR), University of Missouri. The Director of OAR is rr ae 
| is the primary animal technician that provides animal care for the and 1s supervised by 


I = overseen by the OAR facility manager, 


2 
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E. Ideniify the key institutional representatives (including, but not limited to, the Institutional 
Official; IACUC/OB Chairperson; Attending Veterinarian; animal program manager;, 
individual(s) providing biosafety, chemical hazard, and radiation safety oversight; etc.); 
and individuals anticipated to participate in the site visit. 


ae oe a ceo ae mn es om te a Oe en nt ne oem mens oe 


~ David Isaacks, FACHE — 
Adam Whaley-Connell, D.O. 


| Institutional Official 
| Associate Chief of StaffR&D 

| Administrative Officer/R&D 

| IACUC/OB Chairperson 

Attending Veterinanan/Director, OAR 
| Facility Manager, OAR 

| -VMU Supervisor, OAR 

| Radiation Safety Officer 

| Research Compliance Officer 

| Industrial Hygienist 


{ 


Decree nnn re rer en ce eee perenne een eee en re err er ners cee er ne on ne a re rer reer mene 


R. Scott Rector, Ph.D. 


cocoa daa on en ened nt te Moan nee oF re Nal tae OO A tS OO HAE SP Ott So ok an se ee we 


F. Briefly describe the major types of research, testing, and teaching programs involving 
animals and note the approximate number of principal investigators and protocols 
involving the use of animals. As mentioned in the instructions, please complete 
Appendix 5 (Animal Usage) or provide the information requested in a similar format as 
an Appendix. 


$ 


G. Note the source(s) of research funding (grants, contracts, etc.) involving the use of 
animals. 


Funding from the Veterans Administration Grants, NIH, DOD and other Federal agencies, 
private companies and affiliated university grants. 


H. List other units (divisions, institutes, areas, departments, colleges, etc.) of your 
organization that house and/or use animals that are not included in this Description. If 
any of these are contiguous, physically or operationally (e.g., same IACUC/OB, same 
animal care staff), with the applicant unit, describe the association. Explain why such 
units are not part of this program application. 

Note: Questions regarding this section should be forwarded to the AAALAC Office. 


| None | 

I. Contract Facilities: If the institution contracts for animal care facilities or services for 
animals owned by the institution, the contractor and its AAALAC International 
accreditation status must be identified. If a contractor's animal care and use program is 
not accredited by AAALAC International, a brief description, following this Program 
Description outline, of the relevant contractor's programs and facilities must be 
provided. In addition, the species and approximate average number of animals housed 
in the contract facilities and the approximate distance between the institution's animal 
facility and the contract facility must be noted. Incorporation of the contractor program 
into the site visit schedule will be discussed with institutional representatives. If the 
institution does not contract for animal care facilities or services, so note. 


There are no VA funded studies that house animals at OAR facilities outside of Truman : | 
VA. 


J. Note other relevant background that will assist reviewers of this report. 


8/16 
000010 


Section 2. Description 
|. Animal Care and Use Program 


A. Program Management 
1. Program Management Responsibility [Guide, pp. 13-15] 


a. The Institutional Official [Guide pp. 13-14] 
Describe how program needs are clearly and regularly communicated to the 
institutional Official by the Attending Veterinarian, IACUC/OB, and others 
associated with the program. 


| ‘SAS serves as the VA IACUC and conducts semi-annual i inspections as ofthe VMU | 
| evaluating the animal research program. Results of the inspections and program | 
| review are briefed to the IO by the AV, ACOS/R&D, and the SAS Chairman. The 
| RCO maintains a direct line of communication to the IO and reports any concerns 

; found in audits of research protocols. 


b. Role of the Attending Veterinarian [Guide, p. 14] 


i. Describe the institutional arrangement for providing adequate veterinary care. 
Although individual name(s) and qualifications will be described below, 
identify by title the veterinarian(s) responsible for the veterinary care program, 
including: 

e alist of responsibilities 

e a description of the veterinarian’s involvement in monitoring the care 
and use of laboratory animals 

e the percentage of time devoted to supporting the animal care and use 
program of the institution if full-time; or the frequency and duration of 
visits if employed part-time or as a consultant. 
Note: If preferred, this information may be provided in a Table or 
additional Appendix. 


[ The institutional AV is TE functions on an as needed basis to | 
| provide a full range of veterinary services to the VMU. 
| 1. The AV provides veterinary support for all aspects of routine animal care for 
| animals housed in the VMU, consistent with Federal guidelines and regulations. 
| 2 The AV provides husbandry oversight and veterinary clinical care is provided 
| for the VMU similar as any MU OAR managed facility. 
3. Veterimarian services include: 
| a. Providing medical direction, consultation and guidance in the acquisition, 
| husbandry, nursing care and use of animal subjects in the Truman VA's programs 
| of research. _ 


Oot ee et inh tb een oe pe eae i lr ae ap nen tanner atom nent we om Nanoerene net 
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b. Assisting in the planning, designing, establishment and operations of new and | 
altered animal study space. 

c. Establishing and maintaining operational measures to ensure disease prevention 
and control between laboratory animals and personnel exposed to animals. 

d. Serving as a member of the Subcommittee for Animal Studies (SAS). 
Reviewing agenda materials and participating in the conduct of SAS matters. 

e. Reviewing animal protocols, amendments, operational policies and procedures 
and other documents pertinent to the operation and continued certification of the 
VMU and animal programs. 

f. Participating in investigations of misconduct. 

g. Providing and completing training in animal care as required by Federal 
mandates. 

h. Providing consultation and guidance in all laws and pertinent policies 
concerning the humane care and use of animal subjects and assisting in preparing 
for inspections of the VMU from regulatory agencies. 

i. Conducting semi-annual facility inspections of the VMU and review of the 
animal care and use program in conjunction with the SAS semi-annual reviews. 


ii. List others (e.g., Principal Investigators, veterinarians serving as Principal 
Investigators, veterinary faculty/staff, technical staff, farm managers) who 
have a direct role in the provision of veterinary care and describe their 
responsibilities. The Organizational Chart(s) provided in Appendix 4 must 
depict the reporting relationship between these individuals and the Attending 
Veterinarian. 

Note: lf preferred, this information may be provided in a Table or additional 
Appendix. 


None 


c. Interinstitutional Collaborations [Guide, p. 15] 
Describe processes for assigning animal care and use responsibility, animal 
ownership and IACUC/OB oversight responsibilities at off-site locations for 
interinstitutional collaborations. 


Truman VA SAS and MU IACUC jointly review and approve interinstitutional | 
protocols. SAS/IACUC at location(s) where animals are housed are responsible for 
oversight of animal care and use. 


2. Personnel Management 


a. Training, Education, and Continuing Educational Opportunities 
Describe how the IACUC/OB provides oversight and evaluates the effectiveness _ 
of training programs and the assessment of personnel competencies. Describe 
how training is documented. 
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Note: Do not include details about the training program, which should be 
described in the following sections. 

| SASAACUC provides oversight and evaluation of traming effectiveness through post- | 
| approval monitoring, semi-annual program review and facility mspection, tracking 
| experimental outcomes, lack of adverse events, primary source verification of training | 
| is done through a training database. _ | 


i. Veterinary and Other Professional Staff [Guide, pp. 15-16] 

‘ For the Attending Veterinarian and other individuals having a direct role in 
providing veterinary medical care (veterinarians, other professional staff listed 
above, private practitioners, etc.), provide: name, credentials (including 
degrees), and a description of their qualifications, training, and continuing 
education opportunities. 

Note: Please do not provide curriculum vitae of personnel; if preferred, this 
information may be presented in a Table or additional Appendix. 


Back up and 
| weekend/emergency veterinary care is provided by the clinical veterinary staff and | 
| comparative medicine residents. 


er we we ene re ere ne me OS Ee a OF NY eA A A PA 


2) Summarize their training, certification level and type, experience, and 
continuing education opportunities provided. 
Note: If preferred, this information may be provided in a Table or additional 
Appendix. 


Nee 
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iii. The Research Team [Guide, pp. 16-17; 115-116; 122; 124] 


1) Describe the general mechanisms by which the institution or IACUC/OB 
ensures that research personnel have the necessary knowledge and 
expertise in the animal procedures proposed and the species used. 


Training and instruction is required for all personnel involved in animal care, 
treatment and use at the Institution. The VA provides training through CITI 
web site. All persons engaged in animal research must take and pass the VA 
web-based training examinations on a biennial basis. This includes the general 
course "Working with the IACUC”, plus the relevant species-specific course 
(e.g., "Working with Mice in Research Settings"). This applies to investigators 
responsible for supervising animal research that they themselves do not 
perform. This training includes specific training in the minimization of 
numbers of research animals used in experiments, pain and distress, and 
occupational hazards (e.g., zoonoses). Research staff also receive practical 
training from the OAR staff, principal investigators and through hands-on | 
instructional programs conducted by MU veterinarians on techniques, as well | 
as the humane and ethical use of animals in research. For example, MU | 
veterinarians provide frequent training programs for rodent handling (Rat and | 
Mouse Handling Workshops). Documentation of training, and provisions for 
| 


providing new training, for all animal research staff must be given in section E 
(Personnel) of the ACORP. Equivalent information must accompany all 
amendment requests to add new personnel to an existing protocol. The training 
and qualifications of all animal research staff are reviewed by the 
SAS/IACUC. Routine a monitoring is conducted during semi- 
annual inspections. 


a) Briefly describe the content of any required training. 


The VA provides training through the CITI web site. All persons engaged 
in animal research must take and pass the VA web-based training 
examinations on a biennial basis. This includes the general course 
"Working with the IACUC," plus the relevant species specific course (e.g., 
"Working with Mice in Research Settings"). This applies to investigators 
responsible for supervising animal research that they themselves do not 
perform. This training includes specific training in the minimization of 
numbers of research animals used in experiments, and in pain and distress 
(Note 7,8,9, & 10). The table of contents for the basic web based 

training is shown below: 

CITI Web Site Course- Working With the IACUC 


1. Introduction. 
2. Animal Research in the VA. 
3. Working with the IACUC. 
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4. Federal Mandates. 
5. The Veterinary Consultation. 

6. Getting Started. 

7. Alternatives. 

8. Avoiding Unnecessary Duplication. 

9. USDA Pain/Distress Categories. 

10. Endpoint Criteria. 

11. Surgery. 

12. Antibody Production. 

13. Collecting Blood Samples. 

14. Personnel Training and Experience. 

15. Occupational Health and Safety. 

16. Using Hazardous and Toxic Agents in Animals. 

17. Housing Social Animals. 

18. Housing Rodents on Wire Floors. 

19. Dog Exercise. 

20. Primate Psychological Enrichment. 

21. Prolonged Restraint. 

22. Euthanasia. 

23. Using Patient Care Areas for Animal Research. 

24. Using Explosive Agents in the Animal Facility. 

26. Making Changes After You Receive Approval. 

27. The Secondary Veterinary Medical Review Program. 
28. Reporting Misuse, Mistreatment, or Non-Compliance. 
29. Final Comments. 


All personnel who handle animals are required to complete this training 
and are also encouraged to complete hands-on training offered by the 
University of Missouri-Columbia. 


b) Describe the timing of training requirements relative to the 
commencement of work. 


All training must be completed before staff are allowed to participate in | 
animal protocols. 


c) Describe continuing education opportunities offered. 


| Continuing education is available and required on the CITI site. | 


2) Describe the process(es) to ensure surgical and related procedures are 
performed by qualified and trained personnel, including: 
e who determines that personnel are qualified and trained for surgical 
procedures : 
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e the roles that the Attending Veterinarian and IACUC/OB have in 
this determination [Guide, pp. 115-116] 


Research protocols involving animal surgery are reviewed by the SAS with | 
input from the Attending Veterinarian to evaluate training and experience of | 
personnel in surgical procedures being performed. A component of the animal | 
protocol requires a listing of all personnel and the experience level. The SAS | 
then determines if training is adequate and if not recommends additional 
training for staff. Training is available from the OAR staff or other | 
investigators familiar with the procedure being performed. All research animal 
protocols are reviewed annually to ensure currency of personnel listed, and the 
methods employed in the research. 


3) Describe the training and experience required to perform anesthesia. 
. [Guide, p. 122] 


Research protocols involving animal surgery are reviewed by the SAS with | 


input from the Attending Veterinarian to evaluate training and experience of 
personnel in anesthesia procedures being performed. Training is available 
from the OAR staff or other investigators familiar with the procedure being 
performed. Personnel qualifications and experience for each protocol are listed 
and described in the research protocol itself. This protocol is reviewed 
annually to ensure currency of personnel listed. 


4) Describe how the proficiency of personnel conducting euthanasia is 
ensured (especially physical methods of euthanasia). [Guide, p. 124] 


Proficiency in euthanasia is demonstrated to the AV or PI by the staff 
performing the euthanasia. This usually occurs during the training process but 
would be verified for those staff with prior training or experience. It is the 
responsibility of the principal investigator to ensure their staff are proficient in 
all animal procedures including euthanasia. Functional statements are prepared 
for all staff that list what procedures they are able to perform. 


| 


b. Occupational Health and Safety of Personnel [Guide, pp. 17-23] 
i. Institutional Oversight [Guide, pp. 17-19] 


1) List the institutional entities (units, departments, personnel, efc.) that are 
involved in the planning, oversight, and operation of the institutional 
occupational health and safety program related to animal care and use 
(e.g., office(s) of environmental health, institutional health services or 
clinics (including contracted health services), industrial hygienists, 
Institutional Biosafety Committee(s) and/or Officer(s), Radiation Safety 
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Committee(s) and/or Officer(s). 


¢ Include a brief description of their responsibilities and qualifications. 
¢ — |f contracted services are used, also include their location (e.g.,remote 
offices to which personnel must report). 


Truman VA’s Safety Department is involved in the planning, oversight, and | 
operation of the Occupational Safety and Health (OSH) Program. The Safety | 
Department consists of a Safety Officer, Industrial Hygienist, Radiation Safety | 
Officer, and Emergency and Environmental Managers, each providing support | 
in their area of expertise. Truman VA utilizes the University of Missouri’s | 
| 
| 
| 


Institutional Biosafety Committee (IBC) for Biological Safety matters. 
Occupational Health services are provided by Truman VA’s Employee Health 
Staff or the University of Missouri’s Occupational Health Staff. Established 
committees (Subcommittee for Animal Studies, Subcommittee for Research 
Safety and Research & Development Committee) also provide institutional 
review and oversight. Membership is outlined in the committee charter. 


2) Describe methods to identify work-related hazards and the processes 
used to evaluate the significance of those hazards in the context of duties 
and tasks. Describe both common approaches and differences, if 
applicable, for categories of personnel such as, but not limited to, 
researchers, veterinarians, husbandry staff, cage-washing staff, students, 
housekeeping, physical plant staff, security personnel, IACUC/OB 
members (including non-affiliated members), contractors, visitors, etc. 
[Guide, pp. 18-19; see also Chapters 2 and 3 in Occupational Health and 
Safety in the Care and Use of Research Animals, NRC 1997.]. 


Potential hazards include biologic agents (e.g infectious agents or toxins), | 
chemical agents (e.g carcinogens and mutagens), radiation (e.g. radionuclides, | 
X-rays), and physical hazards (e.g. needles and syringes). Hazards and : 
controls are identified in project documentation, including the Animal | 
Component of Research Protocol (ACORP), Research Protocol Safety Survey | 
and project specific SOPs. These documents are reviewed and approved by | 
established committees, including the R&D Committee, Subcommittee for 

Research Safety (SRS) and Subcommittee for Animal Safety (SAS). In : 
addition to Research Specific reviews, hospital safety reviews include PPE | 
Hazard Assessment, annual Service Safety Reviews, Emergency Eyewash and | 
Shower Risk Assessment, Safety Management System Hazard Vulnerability | 
Assessment. | 


3) Describe methods and frequency of reassessing work-related hazards. 


Project documentation and protocols are reviewed and approved initially and | 


on a recurring frequency. The Research Protocol Safety Survey is reviewed 
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annually by the Subcommittee for Research Safety. The Animal Component | 
of Research Protocol is reviewed triennially by the Subcommittee for Animal | 
Studies (SAS). SAS conducts semi-annual inspections of animal facilities. | 

| 
| 
: 


Any safety deficiencies/concerns would be noted and forwarded to the 
appropriate staff for resolution. Additional reviews may be triggered by 
process/equipment changes, employee concerns, accident/incident trend data, 
etc. 


4) Describe institutional programs or methods used to track and evaluate 
safety-related workplace incidents, including injuries, exposures, 
accidents, etc. Include the frequency of such assessments. [Guide, pp. 
18-19] 


An accident/incident reporting process has been established to ensure proper 
reporting, documentation, and review of accidents/incidents. | 
Accidents/incidents are reported to the AO/R&D and the Subcommittee for 
Research Safety (SRS) Chair. Written notification is provided to SRS. SRS | 
reviews the reported incident at the next scheduled meeting. Anemergency | 
session may be convened, at the Chair’s discretion, for incidents that present a | 
significant risk and require immediate attention. The incident will be also be 


reported to the Hospital Safety Officer and can be addressed through the 
Hospital’s Accident Review Board (ARB), which meets monthly. The ARB 
tracks and trends accident/injury data. This data is used to identify 
processes/areas requiring changes to improve safety. 


li. Standard Working Conditions and Baseline Precautions 
The following section pertains to the Occupational Health and Safety Program 
for all personnel associated with the animal care and use program. Specific 
information regarding the use of hazardous agenis is included in subsection 
fii below. 


1) Medical Evaluation and Preventive Medicine for Personnel [Guide, pp. 
22-23] Note: Include blank forms used for individual health assessment as 
Appendix 6. 


a) Describe who (e.g., personnel assigned to job/task categories in | 
1.A.2.b.i.2) above) receives personal medical evaluation as a 
component of individual risk assessment. Describe who are not | 
included and/or exempted from personal medical evaluation. Note: Do 
not include the names of personnel. | 
| 
| 


All personnel on an ACORP; working in the VMU; Facilities Management; 

Custodial Staff; Research Administrative Personnel; SAS Members; and 

Truman VA Executive Leadership Team. | 
12 


b) Describe provisions for allowing an individual (following completion of 
individual health and job related risk assesments) to decline 
participation in all or part(s) of subsequenily available medical and 
preventive medicine components of the institutional program, e.g., 
vaccinations, physical examinations, respiratory protection, as 
applicable. Provide an estimate (percentage) of personnel associated 
with the animal care and use program that have declined participation 
in the medical evaluation program. 

Note: Do not include names of the personnel 


Health risks are considered minimal (rodent/rabbits). There are no se aie 
medical procedures required for access. 


c) Describe provisions for assuring confidentiality of medical information. 


Medical records are maintained by Employee Health per VA HE & 
Privacy guidance. | 


d) Describe safety considerations for individuals with incidental exposure 
to animal care and use (é€.g., contractors, personnel working in open 
laboratories). 


Lab Coats for general population; full gown for barrier rooms. Access is 
controlled via 2-level electronic access. 
e) Describe general features of the medical evaluation and preventive 
medicine programs, within the context of work duties, including: 
¢ pre-employment/pre-assignment health evaluation, 
¢ medical evaluations (including periodicity), 
¢ diagnostic tests (e.g., for tuberculosis), 
* precautions for working with potentially hazardous species (e.g.., 
nonhuman primates, sheep, venomous species) 
¢ immunization programs, and 
¢ procedures for communicating health related issues. 


Pre-Employment Medical Evaluation 


e A pre-employment physical exam is required for all Research personnel | 
that will have any contact with experimental animals or performing work 
_ in any of the animal laboratories in the Truman VA Medical Center’s “ | 
VMU. These exams provide assessments on the prospective employee’s 
capabilities to perform the physical demands of the job responsibilities and 
if any pre-existing conditions would potentially put the employees or | 


others at any risk. These pre-employment evaluations are performed by 
health care professionals in OHS and documented results of these exams 
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are maintained in the OHS office for patient confidentiality. 


e Additionally, Research employees that will be working with experimental 
animals and in laboratories utilizing chemicals in the lyophilized state will 
be given the option to be enrolled in the Truman VAMC’s respirator 
program. This procedure involves medical evaluation by the VA medical 
staff to ensure that the staff is physically able to wear a negative pressure 
respirator. Upon approval by medical staff the Research employees are fit 
tested with an OSHA approved respirator. The annual risk assessment 
required by all Research laboratory staff is utilized to assess if anything 
involved in the employee’s job responsibilities either includes or excludes 
an employee from being part of the Truman VAMC Research respirator 
program. The Safety Officer and medical staff are responsible for 
reviewing these risk assessments. 


Medical Evaluations (including periodicity), 


Medical Follow-up — : 

e Annually after employment begins, an occupational health and safety 
physician, or other qualified medical professional, reviews Research 
personnel’s medical history, concentrating on immunizations necessary for 
the prevention and development of the employee’s allergies while in 
contact with experimental animals. 

e This review is performed by the responses on OHS’s questionnaire and or 
physical exam, and the employee’s risk assessments completed annually. 


ao caeeceenenen meee tee een on Sa Ew te ee a A eo Hh Ry CT a PS On a SO ch 


Diagnostic Tests (e.g., for tuberculosis), 


e Newemployee screenings include Quantiferon gold test (tb), titers for 
HBsAB, measles, mumps, rubella, varicella. 


Precautions for working with potentially hazardous species (e.g., 
nonhuman primates, sheep, venomous species) 


detail all approved research being performed under their supervision. A key 
component of the review is that all associated risk assessments for all 
personnel working in all laboratories, including animal laboratories in the 
VMU, are provided and updated. The Safety Officer and Subcommittee for 
Research Safety (SRS) reviews these for primary and secondary protective 
equipment and enhanced Biosafety practices necessary to adequately protect 
the personnel depending on their associated risks. If any significant changes 
are introduced/discovered by these reviewers, the personnel will be referred 
to facility OHS for annual evaluation by a proper health care professional. 
The evaluation will be performed to ensure that the personnel can perform 
these modified job responsibilities without increasing health risks associated 
to the modification(s). The documented results of these exams are 
maintained in the OHS office for patient confidentiality. 


Immunization Programs 


e EQOH offers the following vaccinations: Tdap, Hep B, Hep A, or Hep A/B, 


| 
e Annual Risk Assessment Review — All Principal Investigators annually 
| 
| 
| 
| 
MMR | 
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e EOH offers the following titers: HBSAB, MMRV 


| 
Procedures for communicating health related issues. | 
| 


e Truman VA employees may be seen in EOH as needed, any University 


Employees are seen through UMC Staff Health. 


f) Describe any other entities that provide medical services (e.g., 
emergency care, after-hours care, special medical evaluation, 
contracted services). Include a brief description of their credentials 
and/or qualifications, and how these entities remain knowledgeable 
about animal- or institution-related hazards and risks. 


| MU Employee Health Services and MU Emergency Room, are available. | 


| 2) Personnel Training Regarding Occupational Health and Safety 
[Guide, p. 20] 


Describe general educational program(s) to inform personnel about: 

e allergies, 

e zoonoses, 

e personal hygiene, 

e physical injuries in animal facilities (e.g., noisy areas, large 
quantities of chemicals such as disinfectants, ergonomics) or 
species used (e.g., nonhuman primates, agricultural animals), 

e other considerations regarding occupational health and safety. 


Include in the description a summary of the topics covered, including: 
e Entities responsible for providing the training 
e Frequency of training or refresher training 


Note: Do not include special or agent-specific training for personnel 
exposed to experiment-related hazardous agents; this will be provided in 
Section iii.3 below. 


Research employees are provided training on the hazards of using animals by a | 
web based training program followed by a testing mechanism to demonstrate 
understanding. All employees exposed to animals are briefed at a new 
employee orientation on the hazards involved and of the services provided by 
employee health to detect and monitor any reactions to animals. Additionally, 
there is an annual safety training class that describes potential hazards of 
working in the VMU or around animals. Training for staff using hazardous 
agents is generally done by the principal investigator for the protocol and the 
AO for R&D with support from the Industrial Hygienist. The hospital Safety 
Officer and OAR personnel are available to provide any needed training. The 
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SRS, IBC and RSC are responsible for reviewing each research protocol as 
required to determine whether special training would be required. 
3) Personal Hygiene [Guide, p. 20; Ag Guide pp. 4-5] 


a) List routine personal protective equipment and work clothing provided 
and/or required for animal care personnel, research and technical staff, 
farm employees, etc. 


VA staff handling animals are provided PPE including laboratory coats 
and/or scrubs. All OAR animal caretakers and technicians are provided 
uniforms (shirts and pants and/or coveralls). Scrub suits and laboratory 
coats are also available for their use. Sufficient clothing is provided to allow 
employees to start with a clean set each day and more often if necessary. 
Protective clothing and equipment related to the use of hazardous 
experimental agents, if indicated, is addressed as a part of the detailed 
safety procedure provided by the investigator. The VA and OAR provide 
protective clothing and equipment such as rubber aprons, rubber and 
disposable gloves, rubber boots, face shields, and particle masks, as needed, 
and enforces their use in specific tasks involving the routine use of 
hazardous cleaning chemicals. Laundry service is provided by the VA. 
Required PPE is determined based on the tasks performed and the hazards 
present. 


b) Describe arrangements for laundering work clothing. 


VA provides laundering for VA employees and Tyvex disposable lab coats 
are provided to WOC staff. 


c) Describe provisions and expected practices for washing hands, 
showering, and changing clothes, including instances where work 
clothes may be worn outside the animal facility. 


There are sinks suitable for hand-washing in animal rooms and support 
areas throughout the facility. Personnel are instructed that hand washing is 
the single most important practice in preventing the spread of disease. 
Shower and change facilities, as well as lockers are provided iy 
Uniforms, coveralls, scrub suits, and laboratory coats are laundered using 
VA services. Outer protective clothing is not permitted to be worn outside 
the facility. 


d) Describe policies regarding eating, drinking, and smoking in animal 
facilities. 
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A043. Smoking is prohibited everywhere. 


4) Standard Personnel Protection [Guide, pp. 21-22] 


a) Describe facility design features, equipment and procedures employed 
to reduce potential for physical injury inherent to animal facilities (e.g., 
noisy areas, large quantities of chemicals such as disinfectants, 
ergonomics) or species used (e.g., nonhuman primates, agricultural 
animals). 


paaodeaa | 


VA has established a Hearmg Conservation Program in accordance with the | 

| OSHA Standard. Noise generating equipment (cage washer, bottle washer) | 

| are below the OSHA Action Level (85 dBA) and Criterion Level (90 dBA) | 

| and staff are not required to be included in the Hearing Conservation | 

[Program | 

b) Describe likely sources of allergens and facility design features, 
equipment, and procedures employed to reduce the potential for 
developing Laboratory Animal Allergies (LAA). 


| Rodents and rabbits are sources of animal allergens inthe MU 


: Gloves and labcoats are requité 
| 
| 
| 


PPE to handle all animals. 


Skin contact with animals is 
reduced by wearing gloves and long-sleeved lab coats. Staff is encouraged 
| to wash hands frequently and to avoid touching hands to face. Truman VA 
| has established a Respiratory Protection Program in accordance with the 

| OSHA Standard. NIOSH certified N95 respirators are available through 


| 
H 
{ 
i 
| 
| 
| 
{ 
| 
{ 
| 
| 
{ 
| this program to staff, ifrequested__ | 


c) Describe likely sources of Zoonoses and facility design features, 
equipment, and procedures employed to reduce potential exposure to 
zoonoses. 


t 


fees and rabbits are certified pathogen free and purchased from 
approved vendors. Animals from non-approved vendors go through 
quarantine. 
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d) Describe the procedures for the maintenance of protective equipment 
and how its function is periodically assessed. 


Biosafety cabinets, fume hoods and the cage dumping station are serviced 
~ | and certified by a qualified contractor. The HVAC system is on a 
preventive maintenance schedule and is serviced by Facilities 
Management. Emergency eyewash stations are checked and maintained in 
accordance with VHA Policy/ANSI Standard. 


e) Respiratory Protection 


i) Describe situations where respiratory protective equipment is 
available or required, such as cage washing facilities, feedmills, etc. 


Administrative (e.g. lab coats, gloves, hand washing) and engineering | 
(e.g. ventilated cages, general ventilation, biosafety cabinet) controls | 
have been implemented to reduce the potential for animal allergies. | 
Respiratory protection (N95 respirator) is available to staff upon request | 
to supplement work practices and engineering controls for the protection | 


of animal allergens. | 


ii) Describe programs of medical clearance, fit-testing, and training in 
the proper use and maintenance of respirators. 


VA has implemented a Respiratory Protection Program in accordance 
with the OSHA Respiratory Protection Standard. This program includes | 
all of the required elements of the OSHA Standard, including medical 

evaluation, fit testing and training 


iii) Describe how such respiratory protective equipment is selected and 
its function periodically assessed. 


Respiratory protection equipment is selected based on the hazard. For 
example, a N95 respirator provides protection to particulate 
contaminants, including allergens or aerosols. It would not be suitable 
for vapors or gases. The N95 is a disposable respirator and does not 
require periodic maintenance. 


f) Heavy Equipment and Motorized Vehicles 


i) Provide a general list of the types of cage-processing equipment 
used, such as rack/cage washers, tunnel washers, robotics, and 
bulk autoclaves. Describe training programs, informational 
signage, and other program policies designed to ensure personnel 
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safety when working with such equipment. 

Note: Details of specific equipment installed in animal facility(ies) 
are to be provided in Appendix 15 (Facilities and Equipment for 
Sanitizing Materials). 


is used in the VMU. Personnel are training in how to use | 
the system and how to escape. Appropriate signage is placed and | 
visible from inside the | 


List other heavy equipment such as scrapers, tractors, and farm 
machinery (manufacturer name, model numbers, etc. are not 
necessary). Describe training programs, informational signage, and 
other program policies designed to ensure personnel safety when 
working with such equipment. 

Note: lf preferred, this information may be provided in a Table or 
additional Appendix. 


| None 


iii) If motorized vehicles are used for animal transport, describe how 


the driver is protected from exposure to hazards such as allergens 
or zoonoses and decontamination methods employed. Also 
describe instances where vehicles may be shared between animal 
and passenger transport. 


VMU has no transport vehicles or trailers. 


g) Describe safety procedures for using medical gases and volatile 
anesthetics, including how waste anesthetic gases are scavenged. 


Anesthetic gases are scavenged into the hospital exhaust ventilation system, 
in fume hoods or via charcoal canisters. Passive dosimetry has been used to 
confirm the effectiveness of the scavenging of waste anesthetic gases. 


iii. Animal Experimentation Involving Hazards [Guide, pp. 20-21] 


1) List, according to each of the categories noted below, hazardous or 
potentially hazardous agents currently approved to be used in animals that 
are or will be maintained for more than a few hours following exposure. If 
the hazardous agent cannot be listed by name for security/proprietary 
reasons, identify it by the general category of agent and level of hazard. 
Note: |f preferred, this information may be provided in a Table or additional 
Appendix. 
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a) Biological agents, noting hazard level (CDC Biohazard Level, Directive 
93/88 EEC, CDC or USDA/DHHS Select Agent, etc.). Examples may 
include bacteria, viruses, viral vectors, parasites, human-origin tissues, 


b) Chemical agents, noting general category of hazard (toxicant, toxin, 
irritant, carcinogen, etc.). Examples may include streptozotocin, BrdU, 
anti-neoplastic drugs, formalin, etc. 


c) Physical agents (radiation, UV light, magnetic fields, lasers, noise, etc.). 


2) Experiment-Related Hazard Use [Guide, pp. 18-19; See also Chapters 2 
and 3 in Occupational Health and Safety in the Care and Use of Research 
Animals, NRC 1997]. 

Note: Written policies and standard operating procedures (SOPs) governing 
experimentation with hazardous biological, chemical, and physical agents 
should be available during the site visit. 


a) Describe the process used to identify and evaluate experimental 
hazards. Describe or identify the institutional entity(ies) responsible for 
ensuring appropriate safety review prior to study initiation. 


Hazardous agent use is identified in the ACORP and reviewed and monitored | 
by SAS and SRS. Needed special training courses are recommended before | 
protocols are initiated, e.g. radioactive materials. Training and controlled use | 
of radioisotopes in animals is the responsibility of the Radiation Safety | 
Officer working in concert with the SAS and the RCS. Special training 
| 
| 
| 
| 
| 


classes in the handling and use of radioactive materials are required by the 
hospital's NRC broad license. Radiation hazard badges monitor levels of 
exposure to ionizing radiation and are monitored by the Radiation Safety 
Officer. Laser safety is reviewed by the SRS and the RCS. SRS reviews the / 
risks associated with hazardous agents use and provides requirements to 
mitigate the risks. Chemical agents are managed in accordance with the 
Research Chemical Hygiene Plan, a written program that provides for and 
supports the procedures, equipment, PPE, and work practices for protecting 
laboratory personnel from potential hazards of using hazardous chemicals. A_| | 
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project specific SOP for Hazardous Agents may also be implemented, 
detailing requirements (e.g. engineering controls, PPE, etc.) for a specific 

hazardous agent. Biological agents and rDNA use are reviewed and approved 
by SRS and IBC to ensure appropriate safety practices. 


b) Describe how risks of these hazards are assessed and how procedures 


c) 


d 


= 


are developed to manage the risks. Identify the institutional entity(ies) 
responsible for reviewing and implementing appropriate safety or 
containment procedures. 


Hazards and controls are identified in project documentation, including the 
Animal Component of Research Protocol (ACORP), Research Protocol 
Safety Survey and project specific SOPs. These documents are reviewed and 
approved by established committees, including the R&D Committee, 
Subcommittee for Research Safety (SRS) and Subcommittee for Animal 
Safety (SAS), and the MU IBC, as appropriate. In addition to Research 
Specific reviews, hospital safety reviews include PPE Hazard Assessment, 
annual Service Safety Reviews, Emergency Eyewash and Shower Risk 
Assessment, Safety Management System Hazard Vulnerability Assessment. 


Describe the handling, storage, method and frequency of disposal, and 
final disposal location for hazardous wastes, including infectious, toxic, 
radioactive carcasses, bedding, cages, medical sharps, and glass. 


Hazardous and radioactive waste is collected and disposed by the GEMS 
Coordinator or Radiation Safety Officer, as appropriate, in accordance with 
applicable regulations. Infectious waste, including medical sharps, is 

collected for offsite disposal in accordance with applicable regulations. 


Describe aspects of the medical evaluation and preventive health 
program specifically for personnel potentially exposed to hazardous 
agenis. 


Occupational Safety Training — 
Appropriate and documented training for all Research personnel that will 
have any contact with experimental animals with which they handle is | 
required. The training provided to personnel includes appropriate PPE, any | 
special handling practices and techniques, and hygiene practices. Research 
personnel are taught to reduce unnecessary risk while manipulating 
experimental animals. | 
| 


Illness and Injury Reporting — 
Injuries occurring in the VMU are required to be reported immediately 
to the employee’s supervisor. Examples of these injuries are bites, 

scratches and cuts obtained while manipulating experimental animals. 
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Once reported by the employee, an accident report is completed on | 
VA Form 2162, Report of Accident, and the employee is referred to | 
Occupational Health for evaluation and treatment if necessary. | 
Additionally any illnesses that present the signs and symptoms of 
animal exposure should be handled in the same manner. (UMC 


employees are to report to Staff Health at UMC).. | 


3) Hazardous Agent Training for Personnel [Guide, p. 20] 
Describe special qualifications and training of staff involved with the use of 
hazardous agenis in animals. 


Hazardous agent use is reviewed and monitored by the SAS and SRS. 


RDNA and BSL-II work is reviewed by MU IBC 
and training verified. Annual Research Laboratory Safety training is conducted 
annual 


| 
| 
| 
| 


ly. cess 


4) Facilities, Equipment and Monitoring [Guide, pp. 19-20] 


a) Describe locations, rooms, or facilities used to house animals exposed to 
hazardous agents. Identify each facility according to the hazard(s) and 
containment levels (if appropriate). 

Note: |f preferred, information may be provided in a Table or additional 
Appendix. 


i 


b 


Describe circumstances and conditions where animals are housed in 
rooms outside of dedicated containment facilities (i.e., in standard animal 
holding rooms). Include practices and procedures used to ensure hazard 
containment. 


— 
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| None. | 


c) Describe special equipment related to hazard containment; include 
methods, frequency, and entity(ies) responsible for assessing proper 
function of such equipment. 


| _ EEensnernncrinemnll 


d) Describe the husbandry practices in place to ensure personnel safety, 
including any additional personnel protective equipment used when work 
assignment involves hazardous agents. 


e) Incidental Animal Contact and Patient Areas 


i) List and describe facilities that may be used for both animal- and 
human-based research or patient areas, including the policies and 
procedures for human patient protection, facility decontamination, 
animal transport through common corridors or elevators, and other 
personnel protection procedures. 


| There are no facilities for both animal and human research. | 


— 


Describe any ofher circumstances in which animals or caging 
equipment are transported in common use corridors or elevators 
(e.g., have the potential to come in contact with individuals not 
associated with the animal care and use program), and measures 
taken to mitigate risks associated with such use. 
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B. Program Oversight 
1. The Role of the IACUC/OB [Guide, pp. 24-40] 
a. IACUC/OB Composition and Function [Guide, pp. 17; 24-25] 
Please provide a Committee roster, indicating names, degrees, membership role, 


and affiliation (e.g., Department/Division) as Appendix 7. 


i. Describe Committee membership appointment procedures. 


All members of the SAS must be appointed by the IO. Members are nominated by 
current SAS members and upon approval by the committee, the names are sent to 
the IOfor approval and formal appointment. 


ii. Describe frequency of Committee meetings. Note that Appendix 8 should 
contain the last two IACUC/OB meeting minutes. 


| The SAS meets monthly. Special ad hoc meetings are called as needed. | 


iii. Describe the orientation, training, and continuing education opportunities for 
IACUC/OB members. [Guide, p. 17] 


The orientation program for new IACUC members consists of the following. The 
new member meets with the ACOS/R&D for a briefing on the duties. The member 
is informed of what the guidelines are for Committee activities, and is provided 
copies of the VMU P&P and the "Guide." The new member is provided access to | 
the WEB based training and is expected to complete VA training on “Essentials for | 
| 
{ 
| 
| 


[ACUC Members” and "Working with the IACUC." Committee members also are 
required to take “Working with Rats in a Research Setting, Working with Mice in a 
Research Setting, and Working with Rabbits in a Research Setting.” All IACUC 
members are required to complete the web based training programs. 


b. Protocol Review [Guide, pp. 25-27] 
A blank copy of your institution’s protocol review form should be provided as 
Appendix 9. Also include forms used for annual renewal, modifications, 
amendments, etc., as applicable. 


i. Describe the process for reviewing and approving animal use. Include 
descriptions of how: 

e the IACUC/OB weighs the potential adverse effects of the study against 
the potential benefits that may result from the use (“harm-benefit 
analysis’), 

e protocols that have the potential to cause pain or distress to animals are 
reviewed and alternative methodologies reviewed, 

e veterinary input is provided, and 
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e the use of animals and experimental group sizes are justified. 
Note: Make sure you address each of the items above. 


The SAS reviews all Animal Component of Research Protocol (ACORP) 
applications. This document is used VA-wide and complies with the “Guide” and 
the Animal Welfare Act (AWA). Procedures involving animals are not permitted to 
start until written SAS ACORP approval has been received by the investigator and 
the parent R&D project is approved by the R&D Committee. All animal use, 
including research training studies, pilot studies, unfunded or internally funded 
studies are reviewed using the following procedure. 


1) Each submitting investigator PI submits the draft ACORP to the VMO/AV 
prior to submission of an ACORP for SAS review. This required VMO/AV review 
is documented in the ACORP itself. 


2) ACORPs are submitted to the Committee Coordinator of the SAS in the 
Research Service office for consideration by the SAS. The Coordinator will review 
the protocol for completeness. If there are deficiencies, the protocol will be 
returned to the PI. Complete ACORPs for review will then be assigned a unique 
identifying number. Electronic and hard-copy submissions of all pending ACORPs 
(Version 4) received two months prior the standard meeting date, which is the last 
Thursday of every month, will be reviewed at the next SAS meeting. 


3) The SAS number and ACORP information is data entered into ePROMISE, a 
protocol tracking system mandated by the Department of Veterans Affairs. 


4) A hard copy of the ACORP is provided to the SAS Chairperson and to any other 
members requesting such, and an electronic copy is distributed to all SAS 
members. 

5) The AO/R&D ensures VMU/OAR fiscal needs are met and the submitting 
investigator is aware of all pertinent charges for the research project. 


6) SAS members will conduct a full committee review (FCR) of the pending 
ACORP at the regularly scheduled meeting, and may approve, require 
modifications, or withhold approval the ACORP. SAS meetings will require a 
quorum of members to conduct business. All members will vote unless a real or 
perceived conflict of interest exists. SAS members with a conflict of interests will 
recluse themselves from the meeting when the ACORP is voted upon. 


7) If a majority of SAS members approve an ACORP as submitted, an approval 


memorandum will be generated by the Coordinator, reviewed, edited and signed by 
the SAS Chair, and then forwarded to the PI. When the SAS votes to request 
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modifications to a protocol, the Principal Investigator is notified of that request 
through a detailed memorandum that is drafted by the Coordinator and then edited 
and signed by the Chairperson. The SAS vote stipulates that the requested revisions 
are such that either 1) a designated member review (DMR) of the revised protocol 
may be conducted on behalf of the committee, or 2) that the revised protocol 
should be submitted for FCR at the next regularly scheduled meeting. 


8) An approved ACORP, with approval memorandum, will be forwarded to the 
following staff for additional review and signature as appropriate for the specific 
work plan of the ACORP: SRS Chairperson, Radiation Safety Officer (RSO). For 
certain special criteria, additional signatures will be required. For example, if 
patient care areas and/or special criteria are requested, additional signatures are 
required for the Chief Executive Officer/Chief of Staff and the IO, 

Truman VA. 


the University of Missouri (MU) Animal Care and Use Committee (ACUC) for 
funding and/or ordering purposes through MU. The original ACORP is kept within 
the Research Office files for the research protocol. All research is presented to the 
Research and Development (R&D) Committee for review and final approval. The 
R&D Committee cannot approve an ACORP that has not been approved by the 
SAS. However, the R&D Committee may reject a research protocol that has a SAS 
approved ACORP. 


| 
| 
| 
| 
| 
| 
| 
i 
| 
| 
9) Electronic copies of a properly executed ACORP are provided to the PI and to | 
| 
| 
| 
The harm/benefit analysis is described by the PI in the ACORP and evaluated by 
SAS. Protocols that have the potential to Cause pain or distress to animals receive 
full SAS committee review. SAS requires a literature search for acceptable | 
alternatives for painful procedures. Veterinary consultation is required prior to | 
protocol submission. Studies are overseen through a semi-annual inspection and | 
annual protocol reviews. Experimental group sizes are justified through statistical 
analysis described in the ACORP. 
Describe the process for reviewing and approving amendmenis, 
modifications, and revised protocols. If applicable, include a 
description/definition of “major” vs. “minor” amendments. 
Note: \f preferred, this information may be provided in a Table or additional 
Appendix. 


SAS will review and approve, require modifications in (to secure approval), or 
withhold approval of proposed significant changes regarding the use of animals in 
ongoing activities. Any PI requesting changes to an approved animal protocol must 
submit a detailed request as an amendment to SAS asking for approval of the 
changes. Requests will be evaluated whether they are major or minor. Major 
amendments are considered to be substantial; i.c., > 10% increase in animal usage, 
departures from the “Guide,” 8th edition, e.g., rodent stress inducers, diet changes, 
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e.g., Western diet. Requests for significant changes will be reviewed at the next | 
scheduled SAS meeting. Minor amendments are general changes to an approved | 
ACORP; < 10% animal increase, new species strain, personnel change, procedure | 
location, etc. Requests for minor changes are be reviewed using DMR. If one of | 
the designated member reviewer requests a full subcommittee report, the | 
| 
| 
| 
| 


amendment will then be placed on the agenda for the next scheduled business 
meeting for full subcommittee review and vote. Each DMR approved amendment 
is presented at the next scheduled business meeting; each member can discuss the 
amendment. If any SAS member requests additional information, the PI will be 
notified of additional information requested. 


c. Special Considerations for IACUC/OB Review [Guide, pp. 5; 27-33] 


i. Experimental and Humane Endpoints [Guide, pp. 27-28] 


1) Describe the IACUC/OB’s review of “humane endpoints,” i.e., alternatives 
to experimental endpoints to prevent or in response to unrelieved animal 
pain and distress. 


2) For studies in which humane alternative endpoints are not available, 
describe the IACUC/OB’s consideration of animal monitoring and other 
means used to minimize pain and distress (e.g., pilot studies, special 
monitoring, other alternatives). 


fe 
| 


3) Identify personnel responsible for monitoring animals for potential pain 
and distress and describe any mechanisms in place to ensure that the 
personnel have received appropriate species- and study-specific training. 


bos 
i 
| 
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ii. Unexpected Outcomes that Affect Animal Well-being [Guide, pp. 28-29] 
Describe how unexpected outcomes of experimental procedures (e.g., 
unexpected morbidity or mortality, unanticipated phenotypes in genetically- 
modified animals) are identified, interpreted, and reported to the IACUC/OB. 


iii. Physical Restraint [Guide, pp. 29-30] 
Note: This section is to include only those protocols that require prolonged 
restraint. Brief restraint for the purpose of performing routine clinical or 


28 


experimental procedures need not be described. 


1) Briefly describe the policies for the use of physical restraint procedures or 
devices. Include, if applicable, the IACUC/OB definition of “prolonged.” 


7 


2) Describe animal restraint devices that are used or have been used within 
the last three years. For each device, briefly describe 
e the duration of confinement 
e acclimation procedures 
e monitoring procedures 
e criteria for removing animals that do not adapt or acclimate, and 
e provision of veterinary care for animals with adverse clinical 
consequences. 


Note: lf preferred, this information may be provided in a Table or additional 
Appendix. 


| None have been used. | 


iv. Multiple Survival Surgical Procedures [Guide, p. 30] 
Note: One survival surgical procedure followed by a non-survival procedure is 
not included in this category. 


1) Describe the IACUC/OB’s expectations regarding multiple survival surgery 
(major or minor) on a single animal. 


2) Summarize the types of protocols currently approved that involve multiple 
major survival surgical procedures 
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Note: If preferred, this information may be provided in a Table or additional 
Appendix. 


f aii aas 
l 


v. Food and Fluid Regulation [Guide, pp. 30-31]. Nofe: This does not include 
pre-surgical fast. 


Summarize the types of protocols that require food and/or fluid regulation or 
restriction, including: 
e justification 
e species involved 
e length and type of food/fluid regulation 
e animal health monitoring procedures and frequency (e.g., body 
weight, blood urea nitrogen, urine/fecal output, food/fluid 
consumption) 
e methods of ensuring adequate nutrition and hydration during the 
regulated period 


Note: If preferred, this information may be provided in a Table or additional 
Appendix. 


SRS eg EEE a S/S SSE TCA aaa 
| There are no protocols in use that require these restrictions. | 
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vi. Use of Non-Pharmaceutical-Grade Drugs and Other Substances [Guide, 
p. 31] 
Describe the I[ACUC/OB’s expectations regarding the justification for using 
non-pharmaceutical-grade drugs or other substances, if applicable. 


vii. Field Investigations [Guide, p. 32] 
Describe any additional considerations used by the IACUC/OB when 
reviewing field investigations of animals (non-domesticated verteba non- 


pharmaceutical grade may be used when aate species), if applicable. 


viii. Animal Reuse [Guide, p. 5] 
1) Describe institutional policies regarding, and oversight of, animal reuse 
(i.e., on multiple teaching or research protocols). 


ee err eg a re ee ey ee ae en 
; Animals are not reused. 
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2) Briefly describe the types of activities currently approved that involve the 


reuse of individual! animals. 
Note: A list of specific protocols involving reuse of animals should be 
available during the site visit. 


| Not Applicable | 


3) Describe other instances where the final disposition of animals followin 
study does not involve euthanasia, including adoption, re-homing, 
rehabilitation, etc. 

Note: A list of specific protocols involving reuse of animals should be 
available during the site visit. 


Not Applicable 


2. Post-Approval Monitoring [Guide, pp. 33-34] 


a. Describe mechanisms for IACUC/OB review of ongoing studies and periodic 


g 


‘proposal/protocol reviews (e.g., annual, biennial, triennial, or other frequency). 


During semiannual inspections, animal care and use is evaluated in the VMU and in 


is required every 3 years. 


b. Describe the process and frequency with which the IACUC/OB reviews the 
program of animal care and use. 


1. SAS reviews at least once every six months the Institution’s program for humane 
care and use of animals, using the Guide and VHA Handbook 1200.07 as a basis for 


each year following the regularly scheduled meeting. All members present at the 


the inspection. One group inspects the animal facility and the second group reviews 
program policies and procedures. 


2. The program review includes the program policies and Standard Operating 


and animal use laboratories outside the VMU using the Guide and VHA Handbook 
1200.07 a basis for evaluation. 
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laboratories. SAS conducts an annual review of each active ACORP. A new protocol 


| 
| 

| 

| 

| 

| 

| 

| 
Procedures used for animal care. Additionally, 5% of current protocols are reviewed. : 
| 

| 


the 


evaluation. The SAS conducts semi-annual inspections during May and November of 


meeting participate in the inspection. The SAS Chair appoints two groups to conduct 


Other members conduct a thorough inspection of the Veterinary Medical Unit (VMU) 


3. A report of the program review is submitted in writing to the Hospital Director/lO. 
The report contains a description of deficiencies, and extent of adherence to the Guide, 
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PHS Policy, and applicable VA guidance. It specifically identifies deficiencies, assigns 
responsibilities, required actions, timelines for completion and distinguishes significant 
deficiencies from minor deficiencies. 


4. Once approved and signed by SAS members, with any dissenting opinions noted, the | 
semi-annual inspection report is reviewed by the IO in a meeting with the ACOS/R&D, 
the AV and the Chair of the SAS. | 
c. Describe the process and frequency with which the IACUC/OB conducts facility 
and laboratory inspections. 
e Describe the rationale or criteria used for exempting or varying the frequency 
of reviewing satellite holding facilities and/or animal use areas. 
e lf contract facilities or contractor-provided personnel are used, describe 
procedures used by the IACUC/OB to review such programs and facilities. 
Note: A copy of the last report of these reviews should be included as Appendix 
10. 


1. The SAS conducts semi-annual inspections of the VMU and laboratories where | 
animals are used. Following the regularly scheduled meeting, at least two members | 
participate in the inspection. | 


2. Reports of the inspections are submitted in writing to the IO. The report contains a 
description of deficiencies, and extent of adherence to the “Guide,” PHS Policy, and 
applicable VA guidance. It specifically identifies deficiencies, assigns responsibilities, 
required actions, timelines for completion and distinguishes significant deficiencies 
from minor deficiencies. 


| 
: | 
3. Once approved and signed by SAS members, with any dissenting opinions noted, the | 
semi-annual inspection report is reviewed by the IO in a meeting with the ACOS/R&D, | 
the VMO/AV and the Chair of the SAS. | 
d. If applicable, summarize deficiencies noted during external regulatory inspections 
within the past three years (e.g., funding agencies, government, or other 
regulatory agencies) and describe institutional responses to those deficiencies. 
Note: Copies of all such inspection reports (if available) should be available for 
, review by the site visitors. 


No deficiencies were noted during external regulatory inspections. 


e. Describe any other monitoring mechanisms or procedures used to facilitate 
ongoing protocol assessment and compliance, if applicable. 
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The Office of Research Oversight Animal Safety and Welfare Group conducts detailed 
onsite reviews of the animal program every three to five years. This is a review that is 
similar to the AAALAC review in content and procedures. 


Investigating and Reporting Animal Welfare Concerns [Guide, pp. 23-24] 
Describe institutional methods for reporting and investigating animal welfare 
concerns. 


The SAS procedures includes posting procedures for reporting complaints or concerns | 
regarding animal welfare on bulletin boards in all areas where animal research activities | 
are conducted. The signage states that there will be no reprisal for reporting animal welfare | 
concerns. General information about reporting of animal welfare concerns is also provided | 
during the required animal care and use training courses. Any individual may report a | 
concern regarding the animal care program to any SAS member, the VMO/AV or to the | 
Research Office. Concerns may be submitted verbally or in writing, and may be submitted | 
anonymously. The SAS is obligated to review all concerns in a timely fashion with all due | 
consideration. To the extent possible, confidentiality will be maintained. The SAS Chair | 
and the AV will review the complaint immediately to assess whether an emergency exists. | 
The AV has authority to institute any immediate clinical actions necessary to prevent na 
animal pain and distress. The SAS Chair will appoint a subcommittee of members to | 
investigate complaints, and to report findings to the SAS. The SAS will determine what 
actions are required, and will notify the Principal Investigator of the protocol in question. 
After complaint evaluations are complete, the SAS will take actions to maintain animal 
welfare that are in accord with all federal regulations. The IO, in consultation with the 
SAS, will review the rationale for those actions, will implement necessary corrective 
measures, and will communicate any reportable actions, with full explanation, to OLAW, | 
| 


USDA-APHIS, AAALAC, Veterans Administration Central Office, Office of Research 
| Oversight, and any agencies funding those animal activities. | 


4. Disaster Planning and Emergency Preparedness [Guide p. 35] 


Briefly describe the plan for responding to a disaster potentially impacting the animal 

care and use program: 

e Identify those institutional components and personnel which would participate in 
the response. 

e Briefly describe provisions for addressing animal needs and minimizing impact to 
animal welfare. 

Note: A copy of disaster plan(s) impacting the animal care and use program must be 

available for review by the site visitors. 


VMU Disaster Planning and Emergency Preparedness annex of the MU Animal 
Emergency Operations Plan ensures the VMU can continuously fulfill its moral and legal 
obligations to provide humane care for animals used in research at Truman VA in the event 
of a disaster. It delineates roles and responsibilities of personnel that are essential to 
maintain animal facilities functional during an emergency; address the safety and health of 
personnel involved; minimize the loss of animal life or suffering that might occur during 
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an emergency; assure appropriate husbandry, veterinary care, and, if necessary, euthanasia 
to animals in the event of an emergency; enhance the ability of the VMU to restore and 
maintain their operations during an emergency; and minimize the impact of an emergency 
on the economic well-being and scientific progress of animal-based research. 


Institutional components and personnel that would participate in the response include: 

e MU Office of Research will act as a coordinating entity between OAR and the 
VMU. 

e OAR will provide oversight and logistical support for animal husbandry and 
veterinary care of all VMU animals and support to the SAS. 

e ACOS/R&D will act as the incident commander for the VMU 

e AO/R&D will coordinate any Truman VA support under the facility Emergency 
Operations Plan 

e Attending Veterinarian 

e SAS Chair 


The Animal Emergency Operations Plan includes provisions addressing animal needs and 
minimizing impact to animal welfare include an emergency contacts listing; assembly 
points in the event of an emergency; assigned responsibilities for power lights, and 
ventilation; food and bedding; water; transportation; treatment of sick animals; euthanasia 
and disposal of dead animals; listing of emergency equipment to be on hand; etc. 


, 


ll. Animal Environment, Housing and Management 
Note: Complete each section including, where applicable, procedures performed in farm 
settings, field studies, aquatic environments, etc. 


A. Animal Environment 
Note: Facility-specific details regarding mechanical system construction and operation is 
requested in Section IV.B.5. and Appendix 11; current (measured within the last 12 
months), detailed (by room) performance data must also be provided as indicated in 
Appendix 11. 


1. Temperature and Humidity [Guide, pp. 43-45] 


a. Describe the methods and frequencies of assessing, monitoring, and 
documenting that animal room or housing area temperature and humidity is 
appropriate for each species. 

Note: \f preferred, this information may be provided in a Table or additional 
Appendix. 
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b. List, by species, set-poinits and daily fluctuations considered acceptable for 
animal holding room temperature and relative humidity. 
Note: If preferred, this information may be provided in a Table or additional 
Appendix. [Guide, pp. 44 and 139-140] 


c. Temperature set-points in animal housing rooms and/or environmental conditions 
are often outside of the species-specific thermoneutral zone. Describe the 
process for enabling behavioral thermoregulation (e.g., nesting material, shelter, 
etc.) or other means used to ensure that animals can control their 
thermoregulatory environment. Include a description of IACUC/OB approved 
exceptions, if applicable. [Guide, p. 43] 


i 


2. Ventilation and Air Quality [Guide, pp. 45-47] 


a. Describe the methods and frequencies of assessing, monitoring, and 
documenting the animal room ventilation rates and pressure gradients (with 
respect to adjacent areas). 

Note: |f preferred, this information may be provided in a Table or additional 
Appendix. 


b. Describe ventilation aspects of any special primary enclosures using forced 
ventilation. 


c. If any supply air used in a room or primary enclosure is recycled, describe the 
percent and source of the air and how gaseous and particulate contaminants are 
removed. 
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| There is no recycled air in the animal facility. | 


3. Life Support Systems for Aquatic Species [Guide, pp. 84-87] 


a. Provide a general description of institutional requirements for enclosures using 
water as the primary environmental medium for a species (e.g., aquatics). 


N/A 


b. Provide a general description of overall system(s) design, housing densities, and 
water treatment, maintenance, and quality assurance that are used to ensure 
species appropriateness. 

Note: Facility-specific tank design and parameter monitoring frequencies should 
be summarized in Appendix 12 (Aquatic Systems Summary). 


N/A | 


4. Noise and Vibration [Guide, pp. 49-50] 
Describe facility design features and other methods used to control, reduce, or 
prevent excessive noise and vibration in the animal facility. 


B. Animal Housing (all terrestrial, flighted, and aquatic species) 


1. Primary Enclosures 
Note: A description of primary enclosures used (e.g., cages (conventional, 
individually-ventilated cage systems (IVCS), etc.), pens, stalls, pastures, aviaries, 
tanks) should be included in Appendix 13. 


a. Describe considerations, performance criteria and guiding documents (e.g. 
Guide, Ag Guide, ETS 123 and/or other applicable standards) used by the 
IACUC/OB to verify adequacy of space provided for all research animals, 
including traditional laboratory animal species, agricultural animals, aquatic 
species, and wildlife when reviewing biomedical, field and agricultural research 
studies. 


The cage space recommendations of the 8th Edition of the Guide for the Care and Use | 
of Laboratory Animals is used for housing all species. 
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b. Describe space exceptions to the guiding documents (Guide, Ag Guide, ETS 
123, and/or applicable standards), indicating the references, considerations and 
performance criteria used (e.g., by the IACUC/OB) to verify adequacy of space 
provided for all animal species covered by the program. [Guide, pp. 55-63] 


| There are no approved exceptions to The Guide for animal housing. | 


2. Environmental Enrichment, Social, and Behavioral Management [Guide, pp. 52- 
55; 63-65: Ag Guide, Chapter 4] 


a. Environmental Enrichment 


i. Describe the structural elements of the environment of primary enclosures 
that may enhance the well-being of animals housed (e.g., resting boards, 
privacy areas, shelves/perches, swings, hammocks). 


ii. Describe nonstructural provisions to encourage animals to exhibit species 
typical activity patterns (e.g., exercise, gnawing, access to pens, opportunity : 
for exploration, control over environment, foraging, denning, burrowing, 
nesting materials, toys/manipulanda, browsing, grazing, rooting, climbing). 


b. Social Environment [Guide, p. 64] 


i. Describe institutional expectations or Strategies for social housing of animals. 


li. Describe exceptions to these expectations (e.g., veterinary care, social 
incompatibility) and other typical justification approved by the IACUC/OB for 


housing animals individually. 
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ili. Describe steps taken with isolated or individually housed animals to 
compensate for the absence of other animals (interaction with humans, 
environmental enrichment, eic.). 


li | 


c. Enrichment, Social and Behavioral Management Program Review [Guide, 


pp. 58, 69] 
Describe how enrichment programs and exceptions to social housing of social 
species are regularly reviewed to ensure that they are beneficial to animal well- 
being and consistent with the goals of animal use. 


SAS conducts annual reviews of all protocols and semiannual review of the VMU and 
laboratories. The SAS reviews and approves exceptions to enrichment, social and 
behavior for scientific necessity and then only for the minimal amount of time to 
acquire the research data. 


d. Procedural Habituation and Training of Animals [Guide, pp. 64-65] 
Describe how animals are habituated to routine husbandry or experimental 
procedures, when possible, to assist animals to better cope with their 
environment by reducing stress associated with novel procedures or people. 


e. Sheltered or Outdoor Housing [Guide, pp. 54-55] 
i. Describe the environment (e.g., barn, corral, pasture, field enclosure, flight 
cage, pond, or island). 


| There is no sheltered or outdoor housing. | 


ii. Describe methods used to protect animals from weather extremes, predators, 
and escape (windbreaks, shelters, shaded areas, areas with forced 
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ventilation, heat radiating structures, access to conditioned spaces, etc.). 


N/A 


iii. Describe protective or escape mechanisms for submissive animals, how 


4 


access to food and water is assured, provisions for enrichment, and efforts to 
group compatible animals. 


N/A 


f. Naturalistic Environments [Guide, p. 55] 


Describe types of naturalistic environments (forests, islands) and how animals 
are monitored for animal well-being (e.g., overall health, protection from 
predation). 


There are no animals in naturalistic environments. 


Describe how food, water, and shelter are provided. 


N/A 


iii. Describe how animals are captured. 


N/A 


C. Animal Facility Management 


1. Husbandry 


a. Food [Guide, pp. 65-67] 


List type and source of food stuffs. 


Lab Diet brand laboratory animal feed is used: Rodent 5008, Picolab 5053 and 
High Fiber rabbit 5326. Rabbits are supplemented with miniature timothy hay 
bales. Special foods such as high fat diets are administered according to protocol. 


li. Describe feed storage facilities, noting temperature, relative humidity, and 


vermin control measures, and container (e.g., bag) handling practices, for 
each of the following: 


e vendors (if more than one source, describe each) 
e centralized or bulk food storage facilities if applicable 
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e animal facility or vivarium feed storage rooms 
e storage containers within animal holding rooms 


Animal feed is stored in insulated storage room maintained at 70°F. No pesticides | 
or rodenticides are used. Vermin control is by snap traps. Bedding is stored in a | 
non-temperature controlled vermin proof room adjacent to the feed storage unit. | 


Feed barrels, sanitized monthly, with tight-fitting lids are used to store feed in 
individual animal holding rooms. OAR inspects vendor storage area(s). 


iii. Describe special food preparation areas, such as feedmills and locations 
where special diets are formulated, if applicable. Include in the description 
sanitation and personnel safety practices (noting that respiratory protection is 
described in Section 2.1.A.2.b. ii. Standard Working Conditions and Baseline 
Precautions above). 


There are no special food preparation areas. 


iv. Describe how food is provided to various species (ad /ibitum, limited amounts, 
types of feeders). k 


Rodent food is provided ad lib in wire bar lids atop cages. Rabbits are limit fed in J 
: feeders. | 


v. Describe special food quality control procedures including procedures for 
rotating stock, monitoring milling dates, nutritional quality, bio load, chemical 
contaminanis, etc. 


All feed is inspected upon delivery. Bags that are torn or wet are not accepted. 
Milling dates are monitored and must not exceed six months past the milling date. | 
Nutrient and chemical contaminant analysis is not performed. | 


b. Drinking Water [Guide, pp. 67-68] 


i. Describe the water source, treatment or purification process, and how it is 
provided to the animals (e.g., bowls, bottles with sipper tubes, automatic 
watering, troughs, ponds, streams). 


Hospital water supply is from the City of Columbia. Rodents are provided acidified 
water and the water of barrier maintained rodents is autoclaved. Rodent water is 
provided in plastic shoulder drilled bottles and rabbits are provided water by 
standard bottles with stainless steel sipper tubes 


| 
| 


ii. Describe methods of quality control, including monitoring for contaminants. 
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Monitoring of water is done by the City of Columbia. OAR evaluates the microbial | 
load of animal water sources on a semiannual basis. | 


iii. If automatic water delivery systems are used, describe how they are 
maintained and sanitized. 


| No automatic watering devices are used. | 


. Bedding and Nesting Materials [Guide, pp. 68-69] 


i. Describe type(s) and how used for various species. 


Paper chip bedding is used as direct bedding for the rodent population. Aspen | 

wood chips are used in cages that have running wheels. Sixteen layer pads are used | 

as indirect bedding in the hanging cages of rabbits. | 

ii. Describe bulk bedding storage facilities, if applicable, including vermin control 
measures. 


None 


iii. Describe quality control procedures, including monitoring for contaminants. 


Bedding shipments are inspected on arrival. Bags that are torn, wet or dirty are not 
accepted from the vendor. Upon opening of the bags, the bedding is visually | 


inspected for contamination. Contaminant analysis is not done. | 


. Miscellaneous Animal Care and Use Equipment 


i. Describe motorized vehicles and other equipment (e.g., trailers) used for 
transporting animals, noting the type and how the cargo compartment is 
environmentally controlled, if applicable. 


No vehicles or other equipment is used. 


ii. Describe other animal care related equipment used in the animal care 
program (specialized equipment for exercise or enrichment, high pressure 
sprayers, vacuum cleaners, tractors, trailers, spreaders, etc.). 


| None ; 


e. Sanitation [Guide, pp. 69-73] 
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Bedding/Substrate Change 


1) Describe frequency of contact and non-contact bedding change for each 
species and enclosure type (solid-bottom or suspended) or pen. 


° ° Se eee Fa Pte Ee ee, ns eae OE te hg Aopen en eee Ta 
Contact bedding is changed at least once a week for mice, twice a week for rats. 
Non-contact bedding is changed at least twice a week for rabbits. Bedding is 
always changed immediately if needed. | 


2) Describe any IACUC/OB approved exceptions to frequencies 
recommended in the Guide or applicable regulations and the criteria used 
to justify those exceptions. 


| None | 


3) Note the location where soiled bedding is removed from the 
cages/enclosures and where clean bedding is placed into the 
cages/enclosures. 


Cages and racks are taken to the soiled side of the cage wash | 
where bedding is removed in a HEPA filtered dump station. Following 


sanitation of the cages, clean bedding is put into caging iim the 
clean side of the cage washer. 


i. Cleaning and Disinfection of the Micro- and Macro-Environments 


Note: A description of the washing/sanitizing frequency, methods, and 
equipment used should be included in Appendix 14 (Cleaning and 
Disinfection of the Micro- and Macro-Environment) and Appendix 15 
(Facilities and Equipment for Sanitizing Materials). 


1) Describe any IACUC/OB approved exceptions to the Guide (or applicable 
regulations) recommended sanitation intervals. 


| None | 


2) Assessing the Effectiveness of Sanitation and Mechanical Washer 
Function 


a) Describe how the effectiveness of sanitation procedures is monitored 
(e.g., water temperature monitoring, microbiological monitoring, visual 
inspections). 


The Scientek Model 6000 cagewasher has a temperature guarantee system 
with full diagnostic capabilities including an alarm history of last 50 stored | 
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events. Reports include dates, times, and alarm description such as | 
emergency cable stop, low temperature, low chemical, etc. 


A temperature indicator is placed on the first cycle run each day. This 
ensures the cage washer is running properly and reaching temperature as of 
the first load. The washer also monitors the temperature and will alarm if a 
load does not reach the desired operating temperature. 


Cages and equipment are visually inspected as they are unloaded to ensure 
proper sanitization. ATP swab testing is performed twice a year to evaluate 
the effectiveness of sanitation. 


b) Describe preventive maintenance programs for mechanical washers. 


All mechanical maintenance is performed as required by qualified facilities | 
management personnel or by contract. Cleaning of filters is performed by | 


animal care personnel as needed. 


f. Conventional Waste Disposal [Guide, pp. 73-74] 
Describe the handling, storage, method and frequency of disposal, and final 
disposal location for each of the following: 


Soiled bedding and refuse. 


Soiled bedding and refuse are collected in the cage wash in plastic trash | 
bags and then transported daily to the hospital trash compactor for disposal in the 
City sanitary landfill. 


| 


Animal carcasses. 


Animal carcasses are placed in a freezer in A029. When the freezer is full, the 
carcasses are transferred to plastic medical waste containers and placed in room | 
to be discarded with hospital medical waste. | 


g. Pest Control [Guide, p. 74] 


Describe the program for monitoring and controlling pests (insects, rodents, 
predators, etc.). Include a description of: 
e monitoring devices and the frequency with which devices are checked 
e control agent(s) used and where applied, and 
e who oversees the program, monitors devices, and/or applies the 
ageni(s). 
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Insect pests in the animal rooms are controlled by the use insect traps placed by | 
OAR personnel. Animal care staff are responsible for notifying the AO/R&D of | 
any problems with pest control or any actions needed and the AO/R&D will notify | 
FMS of the need for pest control measures. FMS contracts with a professional pest | 
control service for applying insecticide under the direction of the OAR supervisor. | 
Floor drains have been sealed to prevent vermin entering from the sewer system. | 
ii. Describe the use of natural predators (e.g., barn cats) or guard animals (e.g.., 
dogs, donkeys) used for pest and predator control, if applicable. 


N/A 


iii. Note how animal users are informed of pesticide use and how animal users 
may opt out of such use in specific areas. 


Should the use of pesticides in the animal facility become necessary, all PIs would | 
be notified of the intent to use and arrangements would be made to provide 


alternative housing during treatment of the area. 
h. Weekend and Holiday Animal Care [Guide, pp. 74-75] 


i. Describe procedures for providing weekend and holiday care. Indicate who 
(regular animal care staff, students, part-time staff, etc.) provides and 
oversees care and what procedures are performed. 


OAR staff are responsible for providing weekend and holiday care. There are 
several alternate staff designated to provide care when the primary care provider is 
unavailable. 


ii. Indicate qualifications of weekend/holiday staff if not regular staff. 


| Holiday and weekend staff are regular OAR employees. 


iii. Describe procedures for contacting responsible animal care and/or veterinary 
personnel in case of an emergency. 


Emergency phone numbers are listed on the VMU office door for Veterinarian and 
supervisory personnel. OAR personnel are on call 24 hours a day, 7 days a week. 

Phone numbers are also posted for VA staff, although VA staff do not maintain on 
call status. 


2. Population Management [Guide, pp. 75-77] 


a. Identification 
Describe animal identification methods for each species (e.g., microchips, 
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cage/tank cards, collars, leg bands, tattoo, ear tags, brands). 


Animals are identified by cage cards that are in holders on the front of each occupied 
cage. Information on the cards includes: investigator’s name, animal sex, age or 
weight, vendor source, date received, and any special notes on care. 


b. Breeding, Genetics, and Nomenclature — 


I. Describe the program for advising investigators on the selection of animals 
based on genetic characteristics. 


t 


li. Describe the program for advising investigators on using standardized 
nomenclature to ensure proper reporting of the identification of the research 
animals with regard to both the strain and substrain or the genetic 
background of all animals used in a study. 


| 


lii. Describe genetic management techniques used to assess and maintain 
genetic variability and authenticity of breeding colonies, including 
recordkeeping practices (Guide, pp. 75-76). 


iv. For newly generated genotypes, describe how animals are monitored to 
detect phenotypes that may negatively impact health and well-being. Note 
that the methods used to report unexpected phenotypes to the IACUC/OB 
should be described in section 2.1.B.1.c.ii, “Unexpected Outcomes that Affect 
Animal Well-Being.” 


| 
| 
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lll. Veterinary Care [Guide, pp. 105-132] 


Note: Complete each section, including, where applicable, procedures performed in farm 
settings, field studies, aquatic environments, etc. 


A. Animal Procurement and Transportation [Guide, pp. 106-109; Ag Guide, pp. 8; 45; 
50-57] 


1. Animal Procurement 
Describe the method for evaluating the quality of animals supplied to the institution 
(from commercial vendors, other institutions, etc.). 


Most animals are purchased from approved vendors registered with the VA procurement | 
office. Some are provided by other institutions. Animals from other institutions are 
| 
| 
| 


quarantined using the MU quarantine facilities. The health status of all animals going into 
the VMU must be evaluated by the AV. 


2. Transportation of Animals 
Describe how animals are transported between outside sources and the institution 
and within the institution, including loading, unloading, level of biosecurity, immune 
status and specific pathogen status (consider all species, including aquatic and 
semi-aquatic species). 


Animals are transported in filtered crates from the vendor to the room in which they will | 
be placed in cages. Vendors provide environmentally controlled transport to the facility. 
Animals are transported within the VA in their home secure home cage on carts covered by : 
drapes. Animals from MU are transported to the VA by OAR staff in secure covered cages 
in OAR vehicles. 


B. Preventive Medicine 
1. Animal Biosecurity [Guide, pp. 109-110] 
a. Describe methods used to monitor for known or unknown infectious agents. Note 


that if sentinel animals are used, specific information regarding that program is to 
be provided below. 


Rodent health monitoring is performed quarterly using soiled bedding sentinels. 
Rabbits are monitored for clinical signs of disease. 


b. Describe methods used to control, contain, or eliminate infectious agenis. 


Rodents are from approved vendors or are quarantined if from unapproved sources; 
quarterly health monitoring is done using soiled bedding sentinels. Rabbits are from 
approved vendors and rabbits are continually monitored for clinical signs of disease. 
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2. Quarantine and Stabilization [Guide, pp. 110-111] 


a. Describe the initial animal evaluation procedures for each species. 


All animals received by OAR are individually checked by laboratory animal 
technicians for evidence of illness or injury upon arrival while placing in their home 
cage. 


b. Describe quarantine facilities and procedures for each species. For each 
species, indicate whether these practices are used for purpose-bred animals, 
random-source animals, or both. 


Rodents from unapproved sources go through quarantine at the MU quarantine. Dirty 
bedding sentinels and direct blood, fecal or swab samples may be taken. 


c. Describe the required/recommended stabilization period for each species. 


Animals placed in new surroundings are generally allowed 3-5 days to acclimate in 


their new environment before being placed in the experiment. 


3. Separation by Health Status and Species [Guide, pp. 111-112] 

a. Describe the program for the separation of animals by species, source, and 
health status. If the animals in different status are not maintained separately, 
describe circumstances in which mixing occurs and explain the rationale for 
mixing. 


Animals are separated by species. Animals from different sources are separated as long 
as space permits. Animals are separated by health status if there are differences. 


b. Describe situations where multiple species may be housed in the same room, 
area, or enclosure. 


Multiple species are not housed in the same rooms. 


c. Describe isolation procedures and related facilities for animals. 


The VA VMU does not have isolation facilities. Sick animals are treated in their home 
cage or euthanized. 


C. Clinical Care and Management [Guide, pp. 112-115] 


1. Surveillance, Diagnosis, Treatment and Control of Disease [Guide, pp. 112-113] 
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a. Describe the procedure(s) for daily observation of animals for illness or abnormal 
behavior, including: 
e the observers’ training for this responsibility 
e method(s) for reporting observations (written or verbal) 
e method(s) for ensuring that reported cases are appropriately managed in a 
timely manner. 


The animal technician observes the animals daily. Only animal care staff with | 
appropriate training are allowed to provide care to animals. When an animal is noted to | 
be ill, the VMO is notified by telephone or email and a clinical care record indicating | 
| 
| 


the observation is initiated by the animal care staff. OAR then coordinates needed 
veterinary care 


b. Describe methods of communication between the animal care staff and 
veterinary staff and the researcher(s) regarding ill animals. 


The PI is notified by phone call or email depending upon the nature of the clinical | 
finding. | 


c. Describe the preventive medicine and health management/monitoring programs 
(e.g., physical examination, TB testing, vaccination, hoof/nail trimming, teeth 
cleaning/floating, vendor surveillance, use of sentinel animals) for each species. 


Quarterly dirty bedding sentinel rodents are used to monitor the health status of rats 
and mice in each room. Sentinel animals are monitored quarterly by serology and | 
parasitology, and a comprehensive necropsy is done annually. Rabbits are monitored = | 
based upon clinical observations. 


. Emergency Care [Guide, p. 114] 


a. Describe the procedures to ensure that emergency veterinary care is 
continuously available for animals during and outside of regular work hours, 
including access to drugs or other therapeutics and equipment. 


OAR maintains a 24/7 list for call back or emergencies for veterinary services. 


b. Describe the authority of the Attending Veterinarian or his/her designee relative 
to the emergency treatment of animals in the program. 


The AV has overall authority for the treatment of all animals. 


. Clinical Record Keeping [Guide, p. 115] 


48 


8/16 
000054 


a. 


Describe the procedure for maintaining medical records and documenting 
treatment of ill animals including: clinical laboratory findings, diagnoses, 
treatments, medical progress records, etc. Identify the species for which 
individual records are maintained and where such records are Kept. 


s 


ste eemee-erte tant tem sone ometenmemine wo atounenna nto 


. Identify individual(s) (titles, not necessarily names) responsible for maintaining 


such records and identify where the records are maintained and who, including 
the IACUC/OB has access to the records. 


. Diagnostic Resources. Describe available diagnostic methods used in the 
program including: 


a. 


in-house diagnostic laboratory capabilities. 


. Necropsy facilities and histopathology capabilities. 


a i: used for these services. _ a 


. Radiology and other imaging capabilities. 
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5. Drug Storage and Control 


a. Describe the purchase and storage of controlled and non-controlled drugs. 


b. Describe record keeping procedures for controlled substances. 


D. Surgery [Guide, pp. 115-123] 


1. Pre-Surgical Planning [Guide, p. 116] 
Describe the process(es) used to ensure adequate pre-surgical planning, including: 
identifying personnel; locating equipment, supplies, veterinary involvement for 
selecting analgesic and anesthetic agents and facilities; planning; and pre- and post- 
operative care. 


Individual investigators are responsible for insuring adequate pre-surgical planning and 
coordinating their needs with the AO/R&D, the AV and OAR staff. The VA requires that 

the AV be involved in the surgical planning. This can be done in pre-veterinary review of 
the protocol or direct communication between the PI and the AV.. 


2. Surgical Facilities [Guide, pp. 116-117, 144-145] 
List building name(s) and room number(s) or other locations (coded, if confidential) 
where surgical procedures are performed. For each, describe: , 
e the type of species (including rodenis, fish, agricultural species, etc.) 
e nature of procedure(s) (major/minor/emergency, survival and non-survival, 
etc.) 
e the amount of use [heavy (daily), moderate (weekly), or light] 
e major surgical support equipment available (gas anesthesia machines, 
respirators, surgical lights, etc.) 
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e facilities for aseptic surgery, surgical support, animal preparation, surgeon’s 
scrub, operating room, and postoperative recovery 

e construction features of the operating room(s), including interior surfaces, 
ventilation, lighting, and fixed equipment used to support surgical procedures 
and other means of enhancing contamination control 


Note: If preferred, the information requested in this section may be provided in 

Table. 

[No major survival surgeries are conducted on rabbits. Rodent surgeries are 
conducted in SAS approved and inspected laboratories. 


Species: Mice 
Procedure: Minor survival surgery - 
Surgical Area Use: Light 


Species: Mice 
Procedure: Major terminal surgery 
Surgical Area Use: Light 


| 

| 

| 

| 

| 

| 

Species: Mice 

| Procedure: Major survival surgery 
| Surgical Area Use: Light 
| 

| 

{ 

| 

j 

| 

| 

| 

| 

| 


Species: Rats 
Procedure: Minor survival surgery 
Surgical Area Use: Light 


Species: Rats 
Procedure: Major survival surgery 
Surgical Area Use: Light 


Species: Rabbits 
Procedure: Minor survival surgery 
Surgical Area Use: Light 


| Major surgical support equipment: 


a a 
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| 
. 
| 
| 
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4 


S 


Surgery: Survival; anesthesia machine, recirculating water heating pads 


Surgery: Survival; anesthesia machine, stereotaxic surgery device, | 
recirculating water heating pads | 
| 
’ 


Surgery: Terminal; anesthesia machine 


Surgery: Survival; Blood pressure monitonng equipment, circulating 
heating pad, anesthesia machine 


. Surgical Procedures [Guide, pp. 117-118] 


a. Describe the criteria used to differentiate major from minor survival surgery, 
including classification for certain procedures (e.g., laparoscopic technique). 


b. How is non-survival surgery defined? 


. Aseptic Technique [Guide, pp. 118-119] 


a. Describe procedures, equipment, and protective clothing used for aseptic 
surgery. Include patient and surgeon preparation. 


b. Describe methods used to sterilize instruments and protective clothing, including 
a description of approved liquid sterilants and instrument exposure time(s) 
required for each, if applicable. 

[ Any equipment needing sterilization is autoclaved ni Autoclave tape 1s 

| used to assure sterility and confirmed with autoclave printout. Surgical scrubs, drapes 

etc. are processed by the hospital linen supply. Gowns and drapes are also autoclaved 

before use in surgery. Plastic or heat sensitive materials are sterilized using Cydex with 
| appropriate exposure time. 
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c. Describe methods for instrument re-sterilization between serial surgeries. 


| Bead sterilizer is used. : 


d. Indicate how effectiveness of sterilization is monitored. 


| Steam sterilization is monitored by autoclave tape. Cydex exposure is time-monitored. 


e. Describe surgical support functions provided by the program to investigators. 


Portable anesthesia machines are available for use in rooms where surgery is 
performed. 


5. Intraoperative Monitoring [Guide, p. 119] 
Describe monitoring and recording requirements for each species, including the type 
of record(s) maintained. Also note monitoring of anesthesia during non-survival 
procedures. 


6. Postoperative Care [Guide, pp. 119-120] 
Describe the postoperative care program, including who is responsible for 
overseeing and providing the care, types of records maintained (e.g., perioperative), 
where the records are maintained, etc. 


E. Pain and Distress [Guide, pp. 120-121] 


1. Describe how and by whom pain and distress are assessed. 


2. Describe training programs for personnel responsible for monitoring animal well- 
being, including species-specific behavioral manifestations as indicators of pain and 
53 


8/16 
000059 


distress. 


All personnel with animal related duties on a protocol are required to take the CITI training 
on the species which they are working. This training includes observation and recognition 
of pain in the species. Training is required every 3 years. 


F. Anesthesia and Analgesia [Guide, pp. 121-123] 


1. List the agents used for each species. 


Note: |f preferred, this information may be provided in Table or additional Appendix. 


2. Describe how the veterinarian provides guidance and advice to researchers 
concerning choice and use of anesthetics, analgesics or other pain moderating 
methods. | 


3. Describe the monitoring of the effectiveness of analgesics, including who does the 
monitoring. Include in the description any non-pharmacologic means used to 
diminish pain and distress. 


4. Describe how the veterinarian(s) and the IACUC/OB evaluate the proposed use of | 
neuromuscular blocking agent to ensure the well-being of the animal. | 
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5. Describe policies and practices for maintaining and ensuring function of equipment 
used for anesthesia. 


| Anesthetic machines are verified annually. | 


G. Euthanasia [Guide, pp. 123-124] 


1. Describe approved methods of euthanasia, including humane slaughier (for 
additional guidance, see pertinent AAALAC Reference Resources). Include: 
e consideration of species, age, condition (e.g., gestational period, or neonatal) 
and 
e location(s) for the conduct of the procedure. 
Note: If preferred, this information may be provided in Table or additional Appendix. 


poe ee ee 
i 
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2. Describe policies and practices for maintaining and ensuring function of equipment 
used for euthanasia. 


An automatic CO2 chamber is used. Proper operation is verified after each use. A CO2 
Chamber usage SOP is located at the chamber itself and reviewed semi-annually by SAS 
to ensure up-to-date instructions meet guidance. Isoflurane vaporizers are verified 

annually. 


3. Describe the methods used to confirm death of an animal. 


IV. Physical Plant [Guide, pp. 133-155] 


A. Facilities Overview 
Provide a brief introduction to the animal housing and use facilities. Note that this 
overview should augment the information provided in Appendix 2 (Summary of Animal 
Housing and Support Sites), which includes area, average daily census, and person 
responsible for each site. Please use consistent terminology for the 
buildings/areas/sites described in the Location section of the Appendix. Please do not 
repeat information, but supplement the descriptions provided elsewhere to assist the 
reviewers understanding of the interaction between facilities, special housing locations, 
and separate procedural areas. 
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B. Centralized (Centrally-Managed) Animal Facility(ies) 


In this section, describe each centralized or centrally-managed animal housing and use 
facility. Include in Appendix 3 the floor plans of each on 8.5” x 11” or A4 paper. Ensure 
that the drawings are legible and the use of each room is indicated (animal housing, 
procedure room, clean cage storage, hazardous waste storage, etc.). Note that a 
separate section for describing “satellite housing areas” is included below. 


Separately describe each Location or Animal Facility, addressing each of the features 
outlined below (1-8). A complete description of each must be provided; however, 
common features among locations or facilities may be indicated as such and do not 
need to be repeated. 


1. General arrangement of the animal facilities (conventional, clean/dirty corridor, etc.). 

2. Physical relationship of the animal facilities to the research laboratories where 
animals may be used. 

3. Types of available animal housing spaces used, such as conventional, barrier, 
isolation/quarantine, hazard containment (infectious, radioactive, chemical), “animal 
cubicles” or facilities specifically designed for housing certain species such as 
ponds, pastures, feedlots, etc. 

4. Finishes used throughout the animal facility for floors, walls, ceilings, doors, 
alleyways, gates, etc. (note any areas that are not easily sanitized and describe how 
these are maintained). 

5. Engineering features (design, layout, special HVAC systems, noting exhaust air 
treatment, if applicable) used in hazardous agent containment. 

6. Security features, such as control of entry, perimeter fences, gates, entryways, 
cameras, guards; identify and describe exceptions for individual facilities or areas 
incorporating fewer or additional security features than the general features 
described. 

7. Consideration for facilities with exterior windows, if applicable, including 
management of environmental conditions (i.e., temperature and photoperiod control) 
and potential security risks. 

8. Storage areas for flammable or hazardous agents and materials (e.g., disinfectants, 
cage-washing chemicals, pesticides, fuel). 


ao 


| 3. Types of available animal housing spaces used include conventional and barrier 
4. Floors in animal rooms are epoxy coated with non-slip surface on concrete, corridors are 
sealed monolithic. Cage wash floors are epoxy coated with non-slip surface. Walls are gloss 
epoxy paint on concrete block. Ceilings in animal rooms are semi-gloss epoxy and hallway 
ceilings are washable vinyl coated tile. 

5. hazardous agent containment consists of a fume-hood in a secure BSL II laboratory 


| 
| 
| 
| 
| 


8/16 
000062 


8. Flammable agents and pesticides are not stored in the animal facility. Hazardous agents 
and disinfectants are stored in limited quantities in 


C. Satellite Animal Housing Facilities 
In addition to the Appendices summarizing Heating, Ventilation, and Air-Conditioning 
(Appendix 11) and Lighting Systems (Appendix 16), summarize animal housing areas 
that are not centrally-managed or maintained in (Appendix 17), “Satellite Animal 
Housing Areas.” 


1. Describe the criteria used to determine/define a “Satellite Animal Housing Area,” 
which may include remote housing facilities or laboratories temporarily or 
consistently housing animals. 


We do not have a Satellite Animal Housing Area 


2. Describe the process used by the IACUC/OB to authorize, provide oversight of, and 
ensure compliance with Guide standards for the housing of animals outside of 
centrally-maintained facilities. Include a description of Attending Veterinarian access 
and physical security. 


| None. " | 


D. Emergency Power and Life Support Systems 
Note: Complete a Heating, Ventilation, and Air-Conditioning (HVAC) Summary 
(Appendix 11) and Lighting Summary (Appendix 16) for each Location described in 
the Summary of Animal Housing and Support Sites (Appendix 2). 


1. Power [Guide, p. 141] 

For each Location, Centralized Animal Facility, and Satellite Housing Facility, 

provide a brief description of the following: 

e Availability of emergency power and if so, what electrical services and equipment 
are maintained in the event the primary power source fails. 

e History of power failures, noting frequency, duration, and, if emergency power 
was not available, steps taken to ensure the comfort and well-being of the 
animals present and the temperature extremes reached in animal rooms during 
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the failure. 


2. Other System Malfunctions. If not previously reported, describe animal losses or 
health problems resulting from power, HVAC, or other life support system (e.g., 
individually ventilated cages) failures, and mechanisms for reporting such 
incidences. AAALAC International Rules of Accreditation (Section 2.f). 


There have been no animal losses or health problems noted during the past 3 years due to 


system malfunctions. | 


E. Other Facilities [Guide, pp. 144, 150] 


4. Other Animal Use Facilities [Guide, pp. 146-150] 
Describe other facilities such as imaging, irradiation, and core/shared behavioral 
laboratories or rooms. Include a description of decontamination and methods for 
preventing cross-contamination in multi-species facilities. 


| 


VA Small Animal Ultrasound Imaging Center (VA-SAUIC) personnel working in 
conduct decontamination and prevent cross-contamination in accordance with the 
SAUIC SOP 1.2. All laboratory areas and equipment involved in diagnostic animal 
imaging studies will be thoroughly disinfected with an appropriate cleaning solution. At a 
minimum, these procedures will be performed at each interval where animals from a new 
Pl are imaged. Appropriate PPE, dependent upon the level and nature of the hazard 
identified, must be worn. 


VA Biomolecular Imaging Center (VA-BIC) Imaging personnel working in the Micro- 
MRI ys and Micro-PET/SPECT/CT conduct decontamination 
and prevent cross-contaminaiton in accordance with VA-BIC Live Animal Imaging SOP 
Revision 2.0. Personnel have been trained to prevent cross-contamination by changing out 
all consumables (bench covers, gauze, etc) as well as cleaning all surfaces that come into 
contact with animals with Spor-Klenz or 10% Bleach solution followed by DI water. 
Personal protective equipment (PPE) is employed for all imaging studies conducted with 
the minimum PPE consisting of lab coat, disposable gloves, and eye protection. 


2. Other Animal Program Support Facilities 
Describe other facilities providing animal care and use support, such as feedmills, 
diagnostic laboratories, abatioirs, etc. ( 


| There are no other animal! areas or facilities. | 
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According to the privacy principles on the protection of natural persons with regard to the processing of 
personal data and on the free movement of such data, we wish to advise you that the personal data in the 
Program Description will become part a permanent file owned by AAALAC International, and that can 
be shared with AAALAC International offices and representatives in order to perform an evaluation of 
the institutions animal care and use program and provide accreditation services. The institution has the 
option of exercising rights of data access, rectification, cancellation, and opposition at: 


accredit(@aaalac.org 
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Appendix 2: Summary of Animal Housing and Support Sites 


{ 


? 


/ Briefly summarize in the following Table the animal facility or facilities, noting the number of areas in which animals are housed 
(buildings, floors, farms, satellite housing facilities, etc.), the total square footage/metres (or acreage) for animal care and use, 
f and the total square footage/metres (or acreage) for necessary support of the animal care and use program covered by this ut 
a Description (water treatment plant/area if housing aquatic or amphibian species, cagewashing facilities, service corridors, etc. Me 
jt and additional areas to be considered are enumerated in the Guide). Detailed information for satellite housing facilities is  * . 


‘ 


r requested in Appendix 17. Include only one line entry for satellite housing facilities in this table to'provide the total square 
footage for all satellite housing areas listed in appendix 17. If more than one facility/site, note the approximate distance 
(yards/miles or meters/kilometers) to each facility from a reference point such as from the largest animal facility. A campus/site 
map (with a distance scale) may be included as an additional Appendix (Appendix 2.1) to provide this information. See * 


Instructions, Addendum A - Animal Facility Square Footage/Meters Compilation Form for guidance in calculating the size of your 
animal care and use program. 
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US. Department Department of Veterans Affairs Medical Center 


fe. Pas 5 of Veterans Affair 3200 Vine Street 
y/ of Veterans Affairs Cincinnati, Ohio 45220-2251 


FOIA Request No.: 20-08444-F 


August 11, 2020 


Mr. Russ Kick 

New England Anti-Vivisection Society 
333 Washington Street, Suite 850 
Boston MA, 02108 


Dear Mr. Kick 


) 


This letter is the initial agency decision to your July 28, 2020 request under the 
Freedom of Information Act (FOIA), 5 U.S.C. § 552, to the Cincinnati VA Medical Center 
FOIA Office for the following agency records: 


The animal-experimentation program at your facility is accredited by the Association for 
Assessment and Accreditation of Laboratory Animal Care International (AAALAC). 

It's listed here: 
https://www.aaalac.org/accreditation-program/directory/directory-of-accredited- 
organizationssearch- 

result/ , 

AAALAC visits all accredited entities once every three years. Prior to this visit, an entity 
must 

create a "Program Description" for AAALAC. (Institutions applying for first-time 
accreditation also must create a "Program Description.") Details are here: 
https://www.aaalac.org/program-description/ 

We request your center's most recent "Program Description." This includes all 
appendices and 

attachments. 

This document is most likely in possession of the IACUC (Institutional Animal Care and 
Use 

Committee) or the research division. 


The Cincinnati VA Medical Research Department conducted a search, 
for documents responsive to your request. The search was conducted by utilizing 
the search criteria of Administrative Staff Records. At the conclusion of the 
search, one (1) document, totaling two hundred and forty-two (242) pages were 
determined to be responsive to your request. 


a 


cee se 


My review of the documents revealed they contained information that 
falls with the disclosure protections of FOIA Exemption 3, 5 U.S.C. § 552(b)(3). 
FOIA Exemption 3 permits VHA to withhold minutes under FOIA Exemption 3, 5 
U.S.C. § 552 (b)(3). FOIA Exemption 3 specifically exempts from disclosure all 
information that is specifically prohibited from disclosure by another federal 
statute. The applicable statute is 38 U.S.C. § 5705 which prohibits the 
unauthorized disclosure of designated VA medical quality assurance records. 
Specifically, | have withheld nine (9) pages in their entirety under FOIA 
Exemption 3, citing 38 U.S.C. § 5705 


My review of the document also revealed that it contained information 
that falls within the disclosure protections of FOIA Exemption 6, 5 U.S.C. § 
552(b)(6). FOIA Exemption 6 permits VA to withhold a document or information 
contained within a document if disclosure of the information would constitute a 
clearly unwarranted invasion of a living individual's personal privacy. Stated 
another way, VA may withhold information under FOIA Exemption 6 where 
disclosure of the information, either by itself or in conjunction with other 
information available to either the public or the FOIA requester, would result in an 
unwarranted invasion of an individual’s personal privacy without contributing 
significantly to the public’s understanding of the activities of the federal 
government. 


Specifically, the information | am withholding, as indicated on the 
enclosed documents, under FOIA Exemption 6 consists of position titles, room 
numbers, building numbers, license plate number, locations, facility number, 
protocol numbers, floor plans and names identified in the report as the individuals 
associated with this information have a personal privacy interest in it. 


The coverage of FOIA Exemption 6 is absolute unless the FOIA 
requester can demonstrate a countervailing public interest in the requested , 
information by demonstrating that the individual is in a position to provide the 
requested information to members of the general public and that the information 
requested contributes significantly to the public's understanding of the activities 
of the Federal government. Additionally, the requester must demonstrate how 
the public’s need to understand the information significantly outweighs the 
privacy interest of the person to whom the information pertains. Upon 
consideration of the materials provided, | have not been able to identify a 
countervailing public interest of sufficient magnitude to outweigh the privacy 
interest in this case. The individuals associated with this information have a 
personal privacy interest in information that outweighs any public interest served 
by disclosure of their identities under FOIA. Consequently, | am denying your 
request for this information under FOIA Exemption 6, 5 U.S.C. § 552 (b)(6). 


If you disagree with my determination to withhold the information under 
FOIA Exemptions 3 and 6, please be advised you may appeal to: 


Office of the General Counsel (024) ; 
| Department of Veterans Affairs 
| 7 810 Vermont Avenue, N.W. 

Washingion, D.C. 20420 

Email: ogcfoiaappeals@va.gov 


If you should choose to file an appeal, your appeal must be 
postmarked or elecironically transmitted no later than ninety (90) calendar days 
from the date of this letter. Please include a copy of this letter with your written 
appeal and clearly state why you disagree with the determinations set forth in this 
response. 


You may also seek assistance and/or dispute resolution services for 
any other aspect of your FOIA request, excluding the release determination, from 
VHA’s FOIA Public Liaison and or Office of Government Information Services 
(OGIS) as provided below: : 


VHA FOIA Public Liaison: 
Email Address: vhafoia2@va.gov 
Phone Number: 877-461-5038 


Office of Government Information Services (OGIS) 


Email: ogis@nara.gov 
Fax: 202-741-5769 


Mailing address: Office of Government Information Services 
National Archives and Records Administration 
8601 Adelphi Road 
College Park, MD 20740-6001 
. * 
If you need any further assistance or would like to discuss any aspect 
of your request, please do not hesitate to contact me at 1-513-861-3100 ext. 
4371. 


Sincerely, 


pe ag 


Michelle E. Grady Cagle 
FOIA Officer 


Yea 


Louisville VA Medical Center 
800 Zorn Avenue A-859 
Louisville, KY 40206 


FOIA Request: 20-08483-F 


12/15/2020 


Russ Kick 

New England Anti-Vivisection Society 
333 Washingion Street 

Boston, MA, 02108 


Dear Mr. Kick: 


This letter is the initial agency decision to your 07/27/2020 request under the Freedom of 
Information Act (FOIA), 5 U.S.C. § 552, submitted to the VHA 603 - Louisville VA Medical Center 
FOIA Office for copies of the following records: 


Requesting the most recent "Program Description." This includes all appendices and attachments. 
(Date Range for Record Search: From 7/27/2020 To 7/29/2020). 


The Robley Rex VA Medical Center research department conducted a search for documents 
responsive to your request. The search was conducted by utilizing the search criteria of Program 
Description. At the conclusion of the search, one document, totaling 250 pages, was determined to 
be responsive to your request. 


My review of the pages revealed that they contain information, which is protected under FOIA 
Exemption 5, 5 U.S.C. § 552(b)(5). Therefore, | am withholding those portions of the documents 
that fall under FOIA Exemption 5. Pages also contained information that falls within the disclosure 
protections of FOIA Exemption 6, 5 U.S.C. § 552(b)(6). FOIA Exemption 6 permits VA to withhold 
a document or information contained within a document if disclosure of the information would 
constitute a clearly unwarranted invasion of a living individual’s personal privacy. Stated another 
way, VA may withhold information under FOIA Exemption 6 where disclosure of the information, 
either by itself or in conjunction with other information available to either the public or the FOIA 
requester, would result in an unwarranted invasion of an individual’s personal privacy without 
coniributing significantly to the public’s understanding of the activities of the federal government. 


Specifically, the information | am withholding, as indicated on the enclosed documenis, under FOIA 
Exemptions 5 are building and room locations. Withheld information under FOIA Exemption 6 
consist of personally identifiable information of individuals, as the individuals associated with this 
information have a personal privacy interest in it. 


The coverage of FOIA Exemption 6 is absolute unless the FOIA requester can demonstrate a 
countervailing public interest in the requested information by demonsirating that the individual is in 
a position to provide the requested information to members of the general public and that the 
information requested contributes significantly to the public’s understanding of the activities of the 
Federal government. Additionally, the requester must demonstrate how the public’s need to 
understand the information significantly outweighs the privacy interest of the person to whom the 
information pertains. Upon consideration of the materials provided, | have not been able to identify 


“aa 


a countervailing public interest of sufficient magnitude to outweigh the privacy interest in this 
case. The individuals associated with this information have a personal privacy interest in 
information that outweighs any public interest served by disclosure of their identities under 
FOIA. Consequenily, | am denying your request for this information under FOIA Exemption 6, 
5 U.S.C. § 552 (b)(6 


If you disagree with my determination to withhold the information under FOIA Exemption 6, please 
be advised you may appeal to: 


Office of the General Counsel (024) 
Department of Veterans Affairs 

810 Vermont Avenue, N.W. 
Washington, D.C. 20420 

Email: ogcfoiaappeals@va.gov 


If you should choose to file an appeal, your appeal must be postmarked or electronically 
transmitted no later than ninety (90) calendar days from the date of this letter. Please include a 
copy of this letter with your written appeal and clearly state why you disagree with the 
determinations set forth in this response. 


You may also seek assistance and/or dispute resolution services for any other aspect of your FOIA 
request, excluding the release determination, from VHA’s FOIA Public Liaison and or Office of 
Government Information Services (OGIS) as provided below: 


VHA FOIA Public Liaison: 
Email Address: vhafoia2@va.gov 
Phone Number: (877) 461-5038 


Office of Government Information Services (OGIS) 
Email: ‘ogis@nara.gov 
Fax: (202) 741-5769 
Mailing address: 
National Archives and Records Administration 
8601 Adelphi Road 
College Park, MD 20740-6001 


Thank you for your interest in VA. If you have any further questions, please feel free to contact me 
at (502) 287-5419 or via email at vhaloufoiaofficer@va.gov 


Sincerely, 


<7! 


Alexander | Slosman, MHA, CHC, CHPC 
Government Information Specialist, FOIA Officer 
Robley Rex VA Medical Center 
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Program Description 
Animal Care and Use Program 


Robley Rex VA Medical Center (VA-094) 


Veteran’s Affairs 
800 Zorn Avenue 


Louisville, KY 40206 


November 30,2018 


For 
\ 
AAALAC International 
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Program Description 


Instructions for Completing and Submitting the Program Description for the Institutional 
Animal Care and Use Program 


Section 1. Introduction 


A. State the name of the program unit and, if applicable, its parent organization. List all 
organizations (schools, centers, etc.) included within the program unit. 


: Program Unit © : 
: Robley Rex VA Medical Center, Louisville, KY, AAALAC VA-094 ; 
i Parent Organization 

' Veteran’s Affairs 


be cme aw hae meme oe eww ew was 6 we aw amen wee eee ema ewewime a8 ONS CR mee Mmm mmm meme wm ee Oe a8 Be ewe Tee owes e emo NOs amounenmwne ne 


B. Give a brief overview of the institution, its purpose and how the animal care and use 
program relates to the mission of the institution. 


Pe ew ewww mens oe Be Re eB eee meh am ws CON wa whee FE FO RE Re Bem eR Meme me Re EF ee BH ENO COM Be we ew DP 


' veteran pacts: This mission is served by hase: science and clinical research in the 
following ways: 

'1) The production of new knowledge and techniques leading to improved prevention, 
' diagnosis, and treatment of disease prevalent among veterans as well as the general 
: population. 
: 2) The attraction and retention of high quality professional staff that improves the care 

: of the VA patient. 
: 3) The provision of a stimulating intellectual environment necessary for the production | 
: of educational programs specific for VA health care facilities. 
! The mission of VA medical research requires an animal care and use program dedicated to 

} support this work. Provisions and maintenance of a high quality animal research program is 

! essential for clinically applicable research. 


Ce oe a eee ee ee oe eee ee ewe Be eee eee ee ee RS me OE 8 O88 COW e Cee Pe Re eens semana ewewaeew ewes senaneen! 


C, Note that AAALAC Intemational's three primary standards are the Guide for the Care 
and Use of Laboratory Animais (Guide), NRC, 2011; the Guide for fhe Care and Use of 
Agricultural Animais in Research and Teaching (Ag Guide), FASS, 2010, and the 
European Convention for the Protection of Vertebrate Animals Used for Experimental 
and Other Scientific Purposes, Council of Europe (ETS 123). Other regulations and 
guidelines used (U.S. Department of Agriculture (USDA), Public Health Service (PHS) 
Policy, Good Laboratory Practice (GLP), Canadian Council on Animal Care (CCAC), 
etc.} may also apply. Describe which of the three primary standards and other 
regulations and guidelines are used as standards for the institutional animal care and 
use program and how they are applied. For example, an academic institution in the 
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' United States with an Office of Laboratory Animal Welfare (OLAW} Assurance may use 
the standards of the Guide and PHS Policy for all animals, the Animal Welfare Act 
regulations for covered species, and the Ag Guide for agricultural animals used in 
agricultural research and teaching (see also Guide, pp. 32-33). In the European Union, 
the standards applied might be the Guide, ETS 123, Directive 2010/63, and any 
country-specific regulations. 
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standards of the Guide for Animal Care and i Public Health Service (PHS) Policy, the : 
Animal Welfare Act (AWA) enforced by the United States Department of Agriculture 

: (USDA), the VHA Handbook 1200.07, as well as the Guidelines provided by the VA Office | 
: of Research Oversight (ORO). These documents apply to every aspect ofouranimalcare | 
and use program, including Research Animal Studies Subcommittee (RASS) composition, 
meetings and records, standardized forms for semi-annual inspections that have incorporated 
regulatory changes, such as the 2011 edition of the Guide, and various reporting 

i requirements to regulatory agencies. Along with requirements by the Chief Veterinary 

! | Medical Officer (CVMO), and the Institutional Official (10), they also determine the 

; qualification requirements for the attending veterinarian, compliance oversight, and reporting : 
| fequirements for adverse events. eee 
. Describe the organization and include an accurate, current, and detailed organizational 
chart or charts (see Appendix 4) detailing the tines of authority from the Institutional 
Official to the Attending Veterinarian, the Institutional Animal Care and Use 
Committee/Oversight Body ((ACUC/OB)}, and the personnel providing animal care. 
Please include the title, name (Nofe: For individuals whose information is publically 
available, provide the titles and names; for individuals whose information is not 
publically available, you may provide titles only.}, and degree (if applicable) of each 
individual at the level of supervisor or above. Names of animal care staff below the title 
of supervisor need not be included, but the titles and number of animal care personnel 
under each supervisor should be included. If animal care responsibility is 
administratively decentralized, including the management of satellite housing 
areas/locations, the organizational chart or charts must include ai} animal care 
programs, indicating the relationship between each administrative unit and personnel, 
the Attending Veterinarian, and the Institutional Official. 
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: official responsible for ensuring that the animal research program has this’ resources ari 
i support necessary ic comply with all Federal regulations and guidelines thal govern the use 
: of laboratory animals. The 10 is the point of contact for correspondence addressing animal 
‘ care and use issues with the USDA, PHS, and AAALAC, VA Office for Research & 
: Development (ORD) and VA ORO. 
' The VA Research Service under the direction of the Associate Chief of Staff (ACOS), who 
: directly supervises the Veterinary Medical Officer (VMO) directly, however, the VMO also 
i has direct access to the MCD. The Research and Development Committee (R&1)) is the 
| parent committee for VA research, and among other duties, if reviews and approves the 
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: minutes, the semi-annual inspection reports, membership recommendations, and other 

related business for the subcommittees for the RASS, the Subcommittee for Research Safety 
‘ (SRS), and Human Studies Subcommittee (HSS) at monthly mectings. The MCD also 
: provides oversight for the R&D Committee through the Medical Center Chief of Staff 

: (COS). The ACOS answers directly to the MCD. The Research Compliance Officer (RCO) 
: also reports directly to ORO and indirectly to the MCT. 

: The VMO is responsible for supervision of onc full-time animal care technician, ALAT (IPA 
: contract with the University of Louisville). The VMO also manages and supervises the 
provision of back-up animal husbandry and veterinary care for the VA Vetcrinary Medical 

: Unit (VMU) by the University of Louisville (UL). 

: Provision of these services is by contract between the VA Research Service and UL 

: Research Resources Center (RRF) to provide continuous husbandry and veterinary coverage, | 
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. Identify the key institutional representatives (including, but not jimited to, the Institutional 
Official; IACUC/OB Chairperson; Attending Veterinarian; animal program manager; 
individual(s) providing biosafety, chemical hazard, and radiation safety oversight; etc.); 
and individuals anticipated to participate in the site visit. 
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: Institutional Official/Medical Center Director (MCD) — Duane Gill, FACHE, VHA-CM, 
: Intcrim MCD 
: Chief of Staff (COS) : 
: Associate Chief of Staff for Research and Development Service (R&I) Service) (ACOS) - 
: Research Animal Studies Subcommittee (RASS) Chairman — 
: Veterinary Medical Officer (VMO) — 
; Animal Program Manager-{b(6) SS SSCSCSC~‘“‘~*~C~*s 
: Subcammittee for Research Safcty (SRS) Chairman (by6) 
: Administrative Officer for (R&D Service) (AO) 

: RASS Administrator-(O(6) 
: Public Affairs Officer 

: Research Compliance Officer (RCO) — 
' Chief, Engineering Service 
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. Briefly describe the major types of research, testing, and teaching programs involving 
animals and note the approximate number of principal investigators and protocols 
involving the use of animals. As mentioned in the instructions, please complete 
Appendix § (Animai Usage) or provide the information requested in a similar format as 
an Appendix. 
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. Note the source{s} of research funding (grants, contracts, etc.) involving the use of 
animals. 
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. List other units (divisions, institutes, areas, departments, colleges, etc.} of your 
organization that house and/or use animals that are not included in this Description. If 
-any of these are contiguous, physically or operationally (¢.g., same [ACUC/OB, same 
animal care staff}, with the applicant unit, describe the association. Explain why such 
units are not part of this program application. 

Note: Questions regarding this section should be forwarded to the AAALAC Office. 
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; ‘UL, with permission from VA Central Office (VACO)}. A memorandum of understanding 
' (MOU) exists between UL and the Robley Rex VAMC for sharing of space and other 

‘ resources for collaborative research. is the Associate Director and Chief, 

' Veterinary Medical Services of the RRF at UL, participates as a voting member on the UI. 
IACUC for the past 28 years, and as such, functions as the VA liaison. The VA RASS 

: reviews the UI, semi-annual reports, and specifically addresses any deficiencies noted for 
i facilities or laboratorics associated with animal use by VA funded investigators. The VA 

: RASS tracks any deficiencies by responses from the UJ. IACUC and includes them in the 
! RASS meeting agendas until they are resolved. 

: UL is not included in this program description because it maintains a separate and 

: independent AAAJ.AC accreditation, PHS Assurance, and TACUC, and there is a MOL 

: acceptable to both parties. The VA also has a contract with UI. to provide back-up 


Contract Facilities: If the institution contracts for animal care facilities or services for 
animals owned by the institution, the contractor and its AAALAC International 
accreditation status must be identified. If a contractor's animal care and use program is 
not accredited by AAALAC International, a brief description, following this Program 
Description outline, of the relevant contractor's programs and facilities must be 
provided. In addition, the species and approximate average number of animals housed 
in the contract facilities and the approximate distance between the institution's animal 
facility and the contract facility must be noted. Incorporation of the contractor program 
into the site visit schedule will be discussed with institutional representatives. If the 
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institution does not contract for animal care facilities or services, so note. 
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J. Note other relevant background that will assist reviewers of this report. 
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Section 2. Description 
|. Animal Care and Use Program 


A. Program Management 
1. ‘Program Management Responsibility [Guide, pp. 13-15] 


a, The Institutional Official [Guide pp. 13-714] 
Describe how program needs are clearly and regularly communicated to the 
Institutional Official by the Attending Veterinarian, IACUC/OB, and others 
associated with the program. 
: The VA RASS performs and prepares the semi-annual facility and program 
‘ inspection reports, and reviews and approves the reports at the next regularly 
scheduled meeting. In a scheduled mecting with the MCD, the VMO, the RASS 
' Chairman, and the ACOS for Research Service present and review the inspection 
! reports, generally within 30 days of completion, for his signature. The VA RASS 
: documents and tracks follow up for corrective actions in the RASS minutes until 
‘ issues arc resolved. Additionally, the CVMO receives these reports within 60 days 
| of inspection date. ORO may also review semi-annual inspection reports of animal | 
: care and use programs and may conduct periodic site visits. The RCO conducts 
: internal, monthly audits of protocols, and reports the findings at the committec 
: mectings, and to ORO and the MCD. The VMO prepares annual reporis to OLAW, : 
: AAALAC, USDA, and the VMU Annual Report for the VA animal care and use 
{ program for submission through the 10, or MCD. These recount any program 
: changes and/or improvements, in addition to any reportable deviations from the 
: Guide during the past reporting period. 
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b. Role of the Attending Veterinarian [Guide, p. 14] 


i. Describe the institutional arrangement for providing adequate veterinary care. 
Although individual name(s) and qualifications will be described below, 
identify by title the veterinarian{s) responsible for the veterinary care program, 

: including: 

e alist of responsibilities 

»® a description of the veterinarian’s involvement in monitoring the care 
and use of laboratory animals 

e the percentage of time devoted to supporting the animal care and use 
program of the institution if full-time; or the frequency and duration of 
visits if employed part-time or as a consultant. : 

Note: |f preferred, this information may be provided in a Table or 
additional Appendix. 
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: Her principle responsibilities include: 

: 1. Oversee and conduct disease surveillance and prevention for animals housed 
: the VML and maintain associated protocol. 

2. Conduct diagnosis, treatment, and resolution for all active cascs and post- 

‘ mortem pathology to determine final disposition. 

3. Oversee and monitor handling and restraint of animals appropriate usc of 
anesthetics and analgcsies and methods of euthanasia. 

| 4. Oversee and moniter surgical and postsurgical care. 


‘5. Oversee, monitor, and conduct promotion and monitoring of animals physical 


and psychological well-being. 
6. Oversec, monitor and evaluate adequacy of the husbandry program. 


‘ 7, Perform the initial and subsequent reviews and participates in approval of all 


! animal care and use protocals as a voting member of the VA RASS. 


8. Oversee, monitor, and conduct training of institutional staff in the care and use 


of laboratory animals. 


aun 


in 


' 9, Establish and assist with monitoring of occupational health and safety program | 


: 10. Monitor VMU for zoonotic diseases 


! 11. Advise and monitor biohazard control policies and procedures relevant to the 


animal care and use program and serves on the VA SRS (Subcommittee for 
Research Safety). 


Ce 


: 12. Oversee all orders all supplies for operation of VMU; oversee all work orders 


i for repairs or services for equipment. 

: 13. Supervise animal husbandry staff; evaluates performance; 
: manages/negotiates/meets contract requirements. 

! 14. Prepare billing for per diems to investigators quarterly. 

: 15. Prepare quarterly MMR reports for the RASS. 


: 16. Notify investigators promptly of animal deaths and investigates to determine | 


: cause, 
: 17, Prepare annual reports, Assurance renewals, and AAALAC program 
: description. 


18. Responsible for management of VMU budget. 

: 19. Write and submit grants for additional and/or major equipment items when 
: finding opportunitics exist. 

: 20. Acts as the liaison between the VA and the UL and for all contract issues 


: related to husbandry and veterinary services provided, and writes contract terms. 


: 21. Scrves as the liaison between the VA RASS and the UI. IACUC as a voting 
; member of both committces, and for exchange of information regarding semi- 
: annual reports and follow-up for VA animals housed and used at the UL. 
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li, List others (e.g., Principal Investigators, veterinarians serving as Principal 


Investigators, veterinary faculty/staff, technical staff, farm managers) who 
have a direct role in the provision of veterinary care and describe their 


¢ 


“86 


sis ssanpneipiliies: The Organizational Chart(s) provided in Appendix 4 must: 
depict the reporting relationship between these individuals and the Atiending 
Veterinarian. 
Note: if preferred, this information may be provided in a Table or additional 
Appendix. 
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:Kb6) serves asP)(6) back up in case of veterinary care 


: emergencies or issues as dictated per contract agreement for veterinary related 
services. 
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‘ ¢. Interinstitutional Collaborations [Guide, p. 15] 
Describe processes for assigning animal care and use responsibility, animal 
ownership and IACUC/OB oversight responsibilities at off-site locations for 
inierinstitutional collaborations. 
if Three VA funded investigators perform their animal research at the affiliate 
i i institution. the UL, with permission from VACO, An MOU cxists between UL and 
: ' the Robley Rex VAMC for sharing space and other resources for collaborative 
research. Dr. Proctor is the Associate Director and Chief, Veterinary Medical Services 
: ! of the RRF at UL, participates as a voting member on the UL IACUC for the past 28 
| years, and functions as the VA liaison. The VA RASS reviews the UL semi-annual 
i reports, and specifically addresses any deficiencies noted for facilities or laboratories: 
i associated with animal use by VA funded investigators. The VA RASS tracks any 
: deficiencies by responses from the UI. IACUC and includes them in the RASS 
‘ meeting agendas until they are resolved. ‘ 
! The source of the funding that supports the research and purchases the research 
i animals determines owncrship of animals, and thus, responsibility for oversight of 
: animal research and ensuring provision of appropriate oversight. Ilowever, the 
: responsibility for care and oversight when research is at UL resides with the 
: institution that houses and provides daily care for the animals. 
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2. Personnel Management 


‘ a. Training, Education, and Continuing Educational Opportunities 

’ Describe how the IACUC/OB provides oversight and evaluates the effectiveness 
of training programs and the assessment of personnel competencies. Describe 
how training is documented. 
Note: Do not include details about the training program, which should be 
described in the following sections. 
i The VA Research Service Office tracks RASS training primarily via the interactive 
i website, www.ciliprogram.org . Training is required tri-annually, and participants 

: receive email notifications well in advance of training expiratton dates. The VA 
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i privilonee to the site. Training is also sana salud on the RASS agenda and the ! 
‘ YMO and/or the RASS chair provide training, especially since the release of the new 
: VHA Handbook requirements and the Guide. The RASS utilizes JACUC/RASS 
| training scenarios distributed through the CV™MO office and additional materials from : 
: the CVMO Office and ORO. The RASS documents training during the minutes of the ; 
: RASS meetings. 
: UL/VA husbandry staff and all VA funded investigators using research animals that 
: house animals at UI. are also required to complete a UL Core Training Module 
: through citipropram.arg. This basic training module covers regulatory requirements, 
the function of the [ACUC, animal alternatives, humane endpoints, “whistle blower” 
: policies, and other nationally and locally pertinent issues. These additional training 
: dates for VA researchers and staff are available from the Ul. [ACUC office to the VA 
IS CN ec 8 Saat dpe aes cc 
i. Veterinary and Other Professional Staff [Guide, pp. 15-16] 
For the Attending Veterinarian and other individuals having a direct role in 
providing veterinary medical care (veterinarians, other professional siaff listed 
above, private practitioners, etc.), provide: name, credentials (including 
degrees), and a description of their qualifications, training, and continuing 
education opportunities. 
Note: Please do noi provide curriculum vitae of personnel: if preferred, this 
information may be presented in a Table or additional Appendix. 


| Veterinary Medical Officer-Atiending Veterinarian 


: duties there included extensive interaction with the VA Central Office 

: Administration and the Chief Veterinary Medical Officer. She has performed 

: Tumerous site visits to VA research dies served on review committees, and 
' worked on several committees to revi ch documents and 

' guidelines, She also functions as a as such, interacts 
i direetly with the Kentucky Post-Secondary Education Council. Dr. Proctor also 

! ae as thekb)(6) 


; for externships for their senior 

—_ students, She has extensive experience m private practice and worked 

' for seven years as a consultant for veterinary diagnostic laboratories. She also has 

' teaching experience at the collegiate level in the basic sciences, [)r. Proctor 

t received her veterinary degree from Auburn University School of Medicine in 

: 1983, and then completed a four-year residency in Laboratory Animal Medicine 

' and Pathology at the University of Minnesota. She earned her Master’s Degree in 
; 1988, and agg an ACI AM pimomae in} egularly attends 
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: Alternate Attending Veterinarian 
His duties include 
: primary rodent clinical care, including support for a gnotobiotic mouse colony, 
large animal clinical care, support for biomedical research projects using rodents; 
' and assist with veterinary pre-review for IACUC rescarch protocols. 
' He most recently served as the clinical veterinarian forl6) 
3 a contract research facility using non-human primates (2018). He completed his 
' residency and specialty training in Laboratory Animal Medicine at the University 
+ of Florida the Tennessce Health Science Center from ko) Heewel He has 
: experience working with mice, both experimental and breeding x colonics, and 
‘ management of a gnotobiotic mouse facility. Additionally, he has experience 
: working with USDA regulated species, including several non-traditional rodent 
: species. Ie has also practiced in several small animal hospitals and emergency 
: clinics. Ife graduated from Mississippi State University College of Veterinary 
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ii. Animal Care Personnel [Guide, p. 16] 


1} Indicate the number of animal care personnel. 


2} Summarize their training, certification level and type, experience, and 
continuing education opportunities provided. 


Note: If preferred, this information may be provided in a Table or additional 
Appendix. 


(Oe) ——— 


b)(6) over 30 years’ experience as a laboratory animal supervisor and 
: technician. 


: experience as a laboratory animal husbandry technician. 
: Both individuals are current with all relevant citiprogram. org training. 
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lili. The Research Team [Guide, pp. 16-17; 115-116; 122; 124] 


1} Describe the genera! mechanisms by which the institution or IACUC/OB 
ensures that research personnel have the necessary knowledge and 
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expertise in the animal procedures proposed and the species used. 


fecrosee= gf elo rae ee a ee ee ee ee ay eet a eee sone = owe Taseeneeh een ane ns ot me ee rn re 


(sainiog personnel performing specific techniques as required for the specific 

| research protocol. The VMO provides guidance regarding the use of 

i t anesthetics and aseptic technique, and personal training for procedures, as 

: required. Additionally, the web based training www.citiprogram.org provides 
: guidelines for sterile rodent surgery and use of anesthesia/analgesia, as well as 
: recognizing the need for additional analgesia in rodents. Completion of all 

‘ i training requirements is a requirement prior to final approval and facility 

i access. Each VA ACORP includes courses and dates of completion. The 

; RASS members during semi-annual inspections, and/or the VMO observe 

: surgical and/or other research procedures that the PI and research staff perform ; 
i routinely. The RASS routinely reviews PI study specific documents at : 
t monthly meetings. Currently, the only surgery performed is terminal rodent 
i surgery. Dr. Proctor provides technical assistance as needed and/or UL 
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: At least tri-annually, individuals exposed to laboratory animals or research 
facilities on single or rare occasions with no intention of working 
i independently complete informatory training. Although these individuals 
i must understand their responsibilities and limitations, as well as the 
| hazards associated with research animal contact, the depth of training 
i necessary is minimal. In these instances, training consists of the VA 
: informative brochure Occupational Health and Safety Program (OHSP) for 
t Personnel with Laboratory Animal Contact. The VA Research Service 
| provides brochures to visiting personnel or contractors, who must remain 
! under the supervision of the VMO or VA Research Service employee 
: within facility and/or building. Review of these documents, which provide : 
{ a summary of basic risks, authorizes individuals to work in the VA VMU 
| and/or in the animal research building (Building 19 under direct 
: supervision, and does not confer unsupervised access or egress of animal 
; facilities. Posted notices and sign-in sheets to document receipt of this 
| information are at the VA VMU and the animal research building 

{ Building 19) entrances. 
} Initial protocol specific training consists primarily of web-based training 
| available through www.citiprosram.org . The modules required, pre- 
t selected for each participant, are based/documented on the type of animal 
! research proposed in the ACORP for RASS approval. The course titles 
' utilized at our institution and general outline of course contents 
descriptions are below: 
: j Working with Mice in a Research Setting and Working with Rats i ina 
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: alternatives searches, humane standards, housing, acclimation and 
: quarantine, detecting pain and distress, genctics, and biological features, 


injections, bload callection, and antibody production. surgery, supportive 


: care and monitoring, euthanasia, and references are included in cach 
module. 

Aseptic Surgery includes a summary of the basic principles for 
performing aseptic surgery, and specific information regarding surgery 


scrub, preparation of the surgeon, draping, sterile surgical technique, 
: anesthesia and intra-operative monitoring, analgesia and post-operative 
' care, and perioperative documentation. 


: Post-Precedural Care of Rodents includes an introduction ta minimizing 


pain and distress, PI responsibility, minimizing sources of non- 
experimental variation, systematically monitoring for pain and distress, 
detecting clinical signs of pain and distress, appearance and behavior, 
physical exam for clinical condition, body weight, fluid and electrolyte 
balance, body temperature, tumors, alleviation of pain and distress, and 
documentation of post-procedure care. 

Working with the [ACUC is required for all research staff includes an 
introduction and animal research in the VA, working with the JACUC, 
federal mandates, veterinary consultation, getting started, alternatives, 


endpoint criteria. It also covers the premises of survival/non-survival 


and experience, occupational health and safety, and using hazardous and 
toxic agents in animals. More species-specific training content includes 
the housing social animals, housing rodents on wire floors, dog exercise, 
primate psychological enrichment, and euthanasia, VA policy is 
incorporate into further instruction regarding the use of controlled 
substances and patient care areas for animal research, using explosive 
agents in the animal facility, making changes after you reccive approval, 
the secondary veterinary medical review program, and reporting misuse, 
mistreatment, or non-compliance. 

Essentials for [ACUC Members is for members and includes 
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: members and the JO. It defines the authority of the RASS, conducting 


RASS business {i.c. the quorum, procedures for reviewing protocol forms, 


; outcomes of animal] protocol reviews, and types of protocol reviews, 
‘ documenting IACUC actions), the IACUC semi-annual evaluation, 
: including facility inspection and the program review, and identifying, 


investigating allegations of improper animal care or usc, and maintaining 
public trust reccives noteworthy attention. 
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rooms or areas, surgical preparation and intra-operative monitoring, patient 


avoiding unnecessary duplication, USDA pain and distress categories and 


surgery, antibody production, collecting blood samples, personnel training 


responsibilities of the RASS/IACUC as a committee and individual RASS 


documenting, and correcting deficiencies. ‘The “whistle blower” policy of 
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2) 


b) Describe the timing of training requirements relative to the 
commencemeni of work. 
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t pased training modules prior to approval. Facility access denied until 
t facility training and final approval of the ACORP by the RASS. Species- | 
: specific training and ACORP specific training is required documentation in | 
t the ACORP. Provision of Policy specific training regarding surgical 
i i procedures, if needed, occurs prior to initiation of surgical procedures and 
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of training prior to expiration date to maintain proposal sparowal isa 
' requirement for continued approval. Emerging animal welfare and 
i regulatory compliance issues continually incorporated into the web-based 
i training. Provision of technical assistance is available asneeded by Dr. 
! Proctor and/or UL veterinary staff under her direction for special 

} procedures. Additionally, attends the National AALAS 
{meeting annually, and{b)(6) —=———_| the RASS Coordinator is 

t attending SCAW and PRIM&R IACUC seminars in December 2018 and 


Describe the process(es) to ensure surgical and related procedures are 

performed by qualified and trained personnel, including: 

*e who determines that personne! are qualified and trained for surgical 
procedures 

e the roles that the Attending Veterinarian and IACUC/OB have in 
this determination [Guide, pp. 115-116] 

i The RASS determines if the research personnel are qualified wadivainedior | 

' surgical procedure, including anesthesia, based on experience with specific 

: procedures described in the ACORP. The PI and staff listed in the ACORP 

must also complete all required web-based training, including one for Aseptic 

: Surgery. Additionally, the PI provides written assurance in the ACORP 

: regarding such training, which the RASS reviews prior to approval. Dr. 

: Proctor and/or UL veterinary staff under her direction may also provide 

t personal or specialized training for surgical procedures. The VMO and RASS : 

‘ members may also observe procedures, and the RASS performs semi-annual 

i inspections to review documentation of procedures and surgical and anesthesia 


Orr ©! 


: records, The RASS Coordinator has administrator privileges to the 
citiprogram.org site to track completion of required courses. 
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3} Describe the training and experience required to perform anesthesia. 
[Guide, p. 122] 
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i based fecining, ade one for Aseptic Surgery. Acdioncliy: the Pl 

| provides written assurance in the ACORP regarding specific training, which 

i the RASS reviews prior to approval. Extensive pre-review of the ACORP by 

| the VMO prior to submission to the RASS also provides extensive opportunity | 

‘ for the VMO io review recommended anesthesia regimes and training, 
: experience, and equipment to make initial assessment of qualifications to 

: perform procedures. fhve,___ and/or UL veterinary staff under her direction } 
: may also provide personal or specialized training for anesthesia. The VMO 

: and/or RASS members may also observe procedures, including anesthesia. 

: The RASS also performs semi-annual inspections to revicw procedures and 
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4} Describe how the proficiency of personnel conducting euthanasia is 
ensured (especially physical methods of euthanasia). [Guide, p. 124] 
: The PI provides written assurance in the ACORP regarding oon ¢ training 
: for performing euthanasia, which the RASS reviews prior to approval. 
: Extensive pre-review of thc ACORP by the VMO prior to submission to the 
: RASS also provides extensive opportunity for the VMO to review 
: recommended euthanasia regimes and training, experience, and cquipment to} 
: make initial assessment of qualifications to perform procedures. Further, the | 
: RASS. policy regarding euthanasia is distributed and described prior to 
proposal approval and facility access. and/or UL veterinary staff 
‘ under her direction may also provide personal or specialized training for 
: anesthesia for euthanasia. The VMO may and/or members of the RASS may | 
| also observe procedures, and the RASS performs semi-annual inspections to 
| review procedures and appropriate documentation by the PI or rescarch staff of : 
cuthanasia procedures performed. Additionally, signage regarding proper 
‘ usage of CO2 in common usage areas is pested where appropriate, and 
includes specific instructions for use of the flow meter for controlling the 
: displacement of O2 from the home cage. The 2013 AVMA Guidelines for 
: Euthanasia are also available to all animal research staff, and are referenced in ! 
‘ the ACORP and utilized by the VMO and RASS when reviewing ACORP 
submissions, 
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b. Occupational Health and Safety of Personnel [Guide, pp. 17-23} 


i. Institutional Oversight [Guide, pp. 17-19] 
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1} List the institutional entities (units, departments, personnel, etc.) that are 
involved in the pianning, oversight, and operation of the institutional 
occupational health and safety program related to animal care and use 
(e.9., office(s) of environmental health, institutional health services or 
clinics (including contracted heaith services), industrial hygienisis, 
Institutional Biosafety Committee(s) and/or Officer(s}, Radiation Safety 
Committee(s) and/or Officer(s). 


- Include a brief description of their responsibilities and qualifications. 

« if contracted services are used, also include their location (e.g.,remote 
offices to which personnel must report}. 

‘The MCD is responsible for development and implementation of an OSH 

‘ program for protecting the health and safety of personnel engaged in the care 

and use of laboratory animals. A written policy developed in conjunction with 

the VA Employee Iealth Services, the VA RASS, and the VMO ensures that 

: the program is appropriate for the size and needs of our animal care and use 

: program, and addresses personal hygiene, protective safety measures, safe use 

| of hazardous materials, and preventive medicine. For individuals that may be 

‘ exposed to laboratory animals or research facilities on single or rare occasions 

: with no intention of working independently, the training consists of the VA 

; informative brochure Occupational Health and Safety Program (OHSP) for 

: Personnel with Laboratory Animal] Contact. VA Rescarch Service provides 

: this information to visiting personnel or contractors, who must remain under 

! the supervision of the YMO or VA Research Service employee within the 

! VMU facility and/or the animal research building. Review of these 

: documents, which provide a summary of basic tenants, authorizes individuals 

: to work in the animal facility and/or animal research building, but only under 

; direct supervision and does not confer unsupervised access to animal facilities. | 

: These individuals must also document reccipt of this information. 

: In addition to this minimal requirement, individuals who work in laboratory 

; animal facilities, or through their work have close proximity to laboratory 

: animals, arc required to participate in the VA OHSP or an equivalent program 

‘ at the affiliate institution (UL). This includes completion of a Medical 

: Surveillance Questionnaire (MSQ}, submission to VA Health Services as 

: Protected [Icalth Information and reccives review only by the Nurse 

: Practitioner (NP) or the VA Physician Assistant (PA). The VA NP/PA may 

: recommend or require additional consultation and/or medical evaluation. 

; Enrollment in the VA OSHP is mandatory for participating in approved animal 

: research. The VA ACORP spccifically addresses enrollment in the VA (or 

: equivalent OSHP at the affiliate institution UL). The VA RASS reviews and 

: documents participation in the OSHP, during the review process of the VA 

: ACORP, annual or continuing reviews, and/or requests for modifications. 

; Approval for performing animal rescarch requires completion of enrollment 
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2 


See 


: virus (EIBV) are available routinely. The DPT vaccine is routine for afl 
: personnel involved with research using rodents, Information regarding 
; potential hazards when working with laboratory animals and the 


: handout/brochure is available to personnel at the time of initial employment, 
: and again at the time of reenroliment and/or annual examination. The VA 
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Describe methods to identify work-related hazards and the processes 
used to evaluate the significance of those hazards in ihe context of duties 
and tasks. Describe both approaches and differences, if applicable, for 
categories of personnet such as, but not limited to, researchers, 
veterinarians, husbandry staff, cage-washing staff, students, 
housekeeping, physical plant staff, security personnel, IACUC/OB 
members (including non-affiliated members), contractors, visitors, etc. 
[Guide, pp. 18-19; see also Chapters 2 and 3 in Occupational Health and 
Safety in the Care and Use of Research Animals, NRC 1997.]. 

' Hazards intrinsic to animal use are identified during orientation and training of 
! new employees. The principal investigator is responsible for training their 

' staf in proper animal handling procedures and specific research techniques. 

The VMO is also available to assist investigators and their staff regarding safe } 
procedures for handling animals. New employce orientation includes ‘ 
information regarding reporting and recciving treatment for workplace 
injuries, mcluding animal bites. Spill kits, showers, and eycwash stations are 
: located in the VMU and laboratories for immediate treatment. Further 

; treatment is available through the VA Occupational Health or the Hospital 
: Emergency Room if needed. Reports of accidents or exposures arc in the 
: Automated Safety Incident Surveillance Tracking System {ASIST'S) and 

: requires completion of the Research Service accident form. The VA Safety 

: Officer reports accidents monthly, The MCD and the VA SRS review these 
reposts at least monthly. 

: Review of the pre-employment physical performed by the PA/NP for all 

: federal employees is another opportunity to identify zoonosis and exposure to 
i animal allergens as work-associated risks, Fit testing for N-95 masks is 

‘ optional. 

! Additionally, investigators must submit both a completed VA ACORP and a 

: SRS form for review by respective committees to determine if animals, 

: hazardous biologic, chemical or physical agents used in their proposed 

} research pose a risk. 
: The ACORP also specifically addresses hazardous agents used in animals, and : 
: includes an Appendix for Test Substances. The hazards must be identified, 
: and the VA Saiety Officer or designate must sign the Appendix prior to 
approval of the ACORP by the RASS to ensure that appropriate containment 
. procedures are used. 
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‘a ad include ieee of ae safety Srecuunions: and emergency 

: procedures. ‘The form is reviewed and approved by the SRS, includes the 

: VMO, the VA industrial hygienist (TH), and/or specialists in radiation, 

: infection control, and recombinant DNA. 

Additionally, RASS and SRS conduct semi-annual inspections of the VMU 

and all VA laboratory spaces, at both onsite and UL, to ensure compliance and } 
to identify safety issucs. 
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: ‘The MCD staff and the SRS both include a representative from the VA Safety 
‘ Officer at all mectings and accidents are a monthly agenda item. Notation of 
‘ any trends specific to research would prompt remediation. Additionally, the 
: SRS conducts semi-annual inspections of the VMU and all VA laboratory 
: spaces (including the affiliate site) and submits a formal report regarding any 
; safety concerns that are research related. ‘Ihe SRS also reviews the Safety 
portion of all protocols at least annually for any changes in work-related 
Sc Sak when sean ica etear ne net telat ted 
4} Describe institutional programs or methods used to track and evaluate 
safety-related workplace incidents, inchuding injuries, exposures, . 
accidents, etc. Include the frequency of such assessments. [Guide, pp. 
18-19] 
: ‘The VMO and the Supervisor of the enoice eels the Adm inistrative | 
! Officer for Research Service (AQ), receive immediate notification ifthereisa : 
: workplace accident, exposure, or identification of potential hazards. 
: Individuals may receive treatment by the VA PA/NP or VA emergency room 
: is needed for immediate or after hours treatment. Reports of accidents or 
! exposures are in the Automated Safety Incident Surveillance Tracking System 
: (ASISTS) and requires completion of the Research Service accident form. ‘The ! 
: MCD staff and the SRS both include a representative from the VA Safety 
: Officer at all meetings and accidents, who reports all accidents for review at 
‘ least monthly. Additionally, the SRS conducts semi-annual inspections of all 
: laboratory spaces (including the affiliate site) and submits a formal report 
regarding any safety concerns that are research related to the SRS as an agenda 
item to be discussed and if needed, an action plan implemented to remediate 
: any issues prior to approval. The SRS also reviews the Safety portion of all 
i Protocols at least annually for any changes in work-related hazards. 


li. Standard Working Conditions and Baseline Precautions 


The following section pertains to the Occupational Health and Safety Program 
for all personnel associated with the animal! care and use program. Specific 
information regarding the use of hazardous agents is included in subsection 
17 
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if below. 


1} Medical Evaluation and Preventive Medicine for Personnel [Guide, pp. 
22-23] Note: Include blank forms used for individual health assessment as 
Appendix 6. 


a} Describe who (e.g., personnel assigned to job/task categories in 
1.A.2.b.i.2} above) receives personal medical evaluation as a 
component of individual tisk assessment. Describe who are not 
included and/or exempted from personal medical evaluation. Nofe: Do 
not include the names of personnel. 

: All non- earch individuals win Tek exposure on a regular basis to ! 
' research animals in the VMU or research laboratories may participate in the : 
| i VA OHSP. Enrollment, however, is a requirement. The level or intensity 
' of training and medical surveillance, based on risk assessment of the 
' position, relates to exposure intensity, cxposure frequency, and the hazards 
‘ associated with the animals used. Risk Category 1 includes non-VA 
‘ personnel, visitors, and administrative or other VA personnel who have 
: infrequent access to the animal area such as maintenance, security, custodial : 
‘ personnel, and RASS members who do not perform animal research. 
: Risk Category 2 includes the VMO or attending veterinarian, VA rescarch 
; staff working with laboratory animals, and UL husbandry staff. 
. All VA researchers and their staff who may have contact with animals arc 
; required to enroll in the VA OSHP or an equivalent program at the affiliate. 
_ Iti also required of the VA VMO, all husbandry staff and the VA RASS. __ 

b} Describe provisions for allowing an individual (following completion of 
individual health and job related risk assesments) to decline 
participation in all or part(s} of subsequently available medical and 
preventive medicine components of the institutional! program, e.g., 
vaccinations, physical examinations, respiratory protection, as 
applicable. Provide an estimate (percentage) of personnel associated 
with the animal care and usé program that have declined participation 
in the medical evaluation program. 

Note: Da nat include names of the personne! 
' Participants in the VA OSIIP program or the affiliate must acknowledge, at : 
: a minimum, the risks of working with animals and sign to document that 
: they waive the opportunity for a full medical evaluation by completing the 
‘ health questionnaire. Less than 2% of personnel associated with the animal : 
care and use program have declined participation. : 
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: return the hard copies to VA ainteyee Health Services in sealed envelopes. } 

: The VA PA/NP in the Office for VA Employee Health Services reviews 
: i and retains the questionnaires to ensure confidentiality of medical 

: information. 
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d) Describe safety considerations for individuals with incidental exposure 
to animal care and use (e.g., contractors, personnel working in open 
laboratories). 

TA written policy developed in conjunction with the VA Occupational 
i Health PA and the VMO evaluates the program to be appropriate for the 
: size and needs of the VA animal care and use program, and addresses 
: personal hygiene, protective safety measures, safe use of hazardous 
matcrials, and preventive medicine. For individuals that may be exposed to | 
laboratory animals or rescarch facilities on single or rare occasions with no 
intention of working independently, the training consists of the VA 
! informative brochure Occupational Health and Safety Program (OHSP) for 
' Personnel with Laboratory Animal Contact. The VA Rescarch Service 
| provides these handouts to visiting personnel or contractors who must 
‘ remain under the supervision of the VMO or VA Research Service 
‘ employee with facility and/or building. Review of these documents, which 
| provide a summary of basic risks associated with working with animals in 
‘ research settings, authorizes individuals to work in the animal facility 
' and/or animal research building, but only under direct supervision and does + 
! not confer unsupervised access to animal facilities. These individuals must 
: document receipt and comprchension of this information. 
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e) Describe general features of the medical evaluation and preventive 
medicine programs, within the context of work duties, including: 
" pre-employment/pre-assignment health evaluation, 
* medical evaluations (including periodicity), 
* diagnostic tests (e.g., for tuberculosis}, 
* precautions for working with potentially hazardous species (e.g., 
nonhuman primates, sheep, venomous species) 
= immunization programs, and 
* procedures for communicating health related issues. 
: The VA Employce Health Services and the PA /NPis responsible —— ? 
‘ implementation of an OSHP for protecting the health and safety of 
; personnel engaged in the care and use of laboratory animals. A written 
; SOP developed in conjunction with the VMO and the PA/NP ensures that 
: the program is appropriate for the size and needs of our animal care and use 
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. program. In addition to this requirement, individuals who work in 
: laboratory animal facilities, or through their work have close proximity to 
: laboratory animals, may participate in the VA OSHIP. This includes 
: housekeeping personnel and Engincering Service staff, at a minimum. 
' Enrollment in the VA OSHP includes reading the informative brochure 
' Occupational liealth and Safety Program (OHSP) for Personnel with 

i Laboratory Animal Contact and completion of a Mcdical Surveillance 

: Questionnaire {MSQ)}, and submission to VA Employee Health Service as 
' Protected Health Information. The PA/NP reviews and retains the 
! confidential health information. Subsequently, the PA/NP may require or 
i recommend additional consultation and/or medical evaluation I:nrollment in 
i the VA OSIIP or an equivalent program is mandatory for individuals 
' participating in approved animal research. The VA ACORP specifically 
| addresses enrollment in an OSHP for all personnel named in the animal 
i rescarch protocols. The VA RASS reviews documentation of participation: 
i in the OSHIP, during the review process of the VA ACORP, requests for 
: continuing review and/or requests for modifications to ACORPs, and 
: approval requires completion of enrollment requircments. Vaccinations 
: offered include flu vaccine, DPT and/or Hepatitis B/C. Titers for 
: individuals depend on risk assessment. 
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f} Describe any other entities that provide medical services (e.q., 
emergency care, after-hours care, special medical evaluation, 
contracted services). Include a brief description of their credentials 
and/or qualifications, and haw these entities remain knowledgeable 
about animal- or institution-related hazards and risks. 

: Resides the VA Employee Health Service, with a qualified PA/NP and 

nurse, the VA Hospital Emergency Room is available for emergency or 

‘ after-hours care. Specialty clinics within the VA Hospital are available if a ! 

; Special medical evaluation is required. The VA Employee Health Service 
ris acuicly aware of animal related hazards and risks; in the other scenarios, ; 
‘hi ghly qualified MD specialists would be required to collect a detailed 

' history. Additionally, working in a research hospital associated with the 

i alfiliate, the VA specialists are very aware with research and institution 

{related havards and risks. 

2) Personnel Training Regarding Occupational Health and Safety 
[Guide, p. 20] 


Describe general educational program(s) to inform personnel about: 
e allergies, 
* zoonoses, 
e personal hygiene, 
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« physical injuries in animal facilities (¢.g., noisy areas, large 
quantities of chemicals such as disinfectants, ergonomics) or 
species used (e.g., nonhuman primates, agricultural animals), 

e other considerations regarding occupational health and safety. 


Include in the description a summary of the topics covered, including: - 
e Entities responsible for providing the training 
e Frequency of training or refresher training 


Note: Do not include special or agent-specific training for personnel 
exposed to experiment-related hazardous agents; this will be provided in 
Section iii.3 below. 
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! Service address personal hygiene, protective safety measures, safe usc of ; 
: hazardous materials, and preventive medicine during the program review, and | 
‘ as part of mandatory enrollment in the VA OSHP or equivalent program. For 

' individuals that risk potential exposure to laboratory animals or rescarch 

: facilities on single or rare occasions with no intention of working 

: independently, training consists of the VA informative brochure Occupational 

: Health and Safety Program (OHSP) tor Personnel with Laboratory Animal 

: Contact. The VA Rescarch Service provides these handouts to visiting 

‘ personnel or contractors who must remain under the supervision of the VMO or 
: another VA employee with access to the facility and/or building. Review of 

: these documents, which provide a summary of basic risks associated with 

: working with animals in research. It does not confer unsupervised access to 

: animal facilitics. These individuals must document receipt and comprehension °: 
| of this information before logging in to the VMU and/or research building. At 

: initial employment and during annual OSHP review, personnel receive 
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3) Personal Hygiene [Guide, p. 20; Ag Guide pp. 4-5] 


a) List routine personal protective equipment and work clothing provided 
and/or required for animal care personnel, research and technical staff, 
farm employees, etc. 

: Requirements for PPE and work clothing depend on the nature of the 
: activities involved. Ai a minimum, husbandry iechnicians wear clean scrub 

‘ suits and dedicated footwear or shoe covers when performing animal 

: husbandry and cage washing activities. A laboratory coat or disposable 

: gown worn over sireet clothes is permissible in the VMU and research 

: jaboratories, but this primarily applics to non-husbandry personnel. 

: Laboratory coats prevent excess soiling of scrub suits during the workday. 
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een both nitrile and latex, are available outside all aniel: ete 
rooms for use with any animal/animal cage handling activilics. Work in the 
‘ soiled cage wash and clean cage storage rooms when handling cages 
‘ requires the use of disposable gloves. When research involves theuseof 
‘ hazardous agents, additional PPE may be required. These may include 
: additional disposable gowns, surgical masks, shae covers, and nitrile 
. gloves. An approved SRS protocol includes proposal-specific PPE 
: requirements. Fit testing and provision of respiratory protection is at least : 
‘ annually for VA employees through VA Occupational Health Service, or if | 
: associated with the affiliate, Fit testing by UL DEHS. Additional 
: respiratory protection, including Power-Aired Purifying Respirators 
‘ (PAPRs) are available for use upon request. 
: An outside vendor annually certifies fume hoods and/or Biological Safety 
: Cabinets in all buildings for proper function. Certification of all laminar 
' airflow (positive or negative pressure) animal housing systems, cage change 
: stations, and waste disposal units occur at the same time. 
‘ Protective filters for equipment, such as cage change and waste disposal 
‘ units, and IVCS pre-filters and change out of HEPA filters occurs on a 
‘ regular basis. Assurance of proper autoclave function for decontamination 
; is by placement of monitoring temperature-sensitive strips with each load or 
* weekly (“Verify”). The manufacturer performs regular maintenance or as 
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b} Describe arrangements for laundering work clothing. 
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' The RRE currently contracts weekly Jaundry service for scrub suits. The 
iVA also provides anaes service for scrub sutts, baie Bowns, laboratory 
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Describe provisions and expected practices for washing hands, 
showering, and changing ciothes, including instances where work 
clothes may be worn outside the animal facility. 

! Sinks for hand washing and change facilities are available for animal = 
i technicians and research personnel in several animal rooms. There is also a ; 
: sink located in the break room Touch-less hand sanitizers are 
‘ located throughout the VMIJ. Two shower/wash/locker rooms for changing : 
: clothes are located in the main entry corridor of the VMU. Work clothing, : 
including scrub suits, laboratory coats, and dedicated footwear, worm 
outside the VMU or approved animal research laboratories is not 
pena The only exception is = =— animals, caging, and/or 
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dj Describe policies regarding eating, drinking, and smoking in animal 
“facilities. 
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' covered outdoor area near the rear of the VA llospital. There is no eating 
: and/or drinking in animal facilities and rescarch laboratories. ‘There are 

' designated areas within these facilities are for eating and drinking are 
permitted 
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4) Standard Personnel Protection [Guide, pp. 21-22] 


Describe facility design features, equipment and procedures employed 
to reduce potential for physical injury inherent to animal facilities (e.g. 
noisy areas, large quantities of chemicals such as disinfectants, 
ergonomics) or species used (e.g., nonhuman primates, agricultural 
animals). 


“met 
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' The VMO, principal investigators, and laboratory supervisors are 
responsible for training of personnel in safe practices. ‘The VA Safety 
Office and the VA JL assists PIs and the VA Rescarch Service in 
developing and maintaining a Chemical ITygiene Plan and chemical 
inventories annually in accordance with OSHA Standards, assisis with 
scheduling annual testing of chemical fume hoods, assists in hazardous 
waste disposal, and may evaluate waste anesthetic gas scavenging. VA SRS ; 
and RASS approval may also require the development and approval of a 

i Special Animal Satcty Protocol (SASP), which describe animal handling, 

: husbandry, containment, personal protective equipment (PPE), and other 
practices to mitigate risks associated with potentially contaminated animals, : 
' soiled bedding, carcasses, caging, and/or equipment. Intrinsic to the 
: education process is mandatory enrollment in the VA OSHP. The VMO is 
also available to assist investigators and their staff regarding safe 

; procedures for handling animals. New employee orientation includes 

; information regarding reporting and receiving treatment for workplace 

| injuries, including animal bites. DPT vaccination is a recommendation for 

‘ all personnel working with animals, especially rodents. Steel mesh gloves 

: and numerous minimally restraining devices are available for use for 

: routine blood collection or injections in rodents. 

: General web based training required for animal research staff and RASS ; 
: members is through www.citiprogram.org, and includes a module regarding 
i research related hazards. VA employces receive other web-based training 

| regarding blood borne pathogens, and general laboratory safcty/nayardous 

: waste training. ‘The PI is responsible for ensuring that the contents of the 

i laboratory-specific Chemical I fygiene Plan and submission of chemical 

: inventories pentay to ue VA oe rhe and the VA iam Se. 
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ee ane documented on the SRS eae Review form and 

: submitted as part of the annual review of the SRS protocol. Training 

: includes safe and appropriate practices for the procedures for laboratory- 

‘ specific agents, including the location of safety data sheets (SDS) and 

' emergency equipment. 

: Annual training for UL husbandry in occupational noise and hearing 

‘ conservation providing information in compliance with the OSHA Noise 

: Standard, including establishing an effective hearing conservation program, 

‘ the effects of noise on hearing, the purpose of hearing protectors and the 

: various types available, and the purpose of audiometric testing. UL. 

: Husbandry staff and VA rescarch staff may also receive training on back 

i safety and ergonomics, and N-95 respirator use (during fit testing). 
: Housing for rodents is in IVCS to protect personnel from allergen or other 
‘ potential hazards, and disposal of bedding from soiled cages is ina dumping | 
: station with HEPA-filters and a design to draw air away from the cage 
‘ handler. Animal room pressures are negative relative te the corridor. 
: Additional housing options for housing rodents in containment include 

! portable laminar flow housing units. A basic precaution in most chemical 

i hazard SASPs is avoidance of opening the micro-isolator top, including a 

: delay in cage changing, for 3 days following agent administration, whichis | 
: based on the traditional OSHA 48-hour hazardous drug guidance. This 
ea exposure to sea particulates sey se contaminated 
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b) Describe likely sources of allergens and facility design features, 
equipment, and procedures employed to reduce the potential for 
developing Laboratory Animal Allergies (LAA). 


a? 
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' Personal hygiene and containment practices in use depend on the nee 
' assessment of the hazardous agent. Guidance provided to all employees 
' with regard 1o specific measures that should be takcn to protect against 
: allergens from laboratory animals and devcloping allergies to laboratory 
! animals i is by training and education provided by the VMO, VA Safety 
! Office, including the Industrial Hygienist 7H) and Radiation Safety 
' Officer {RSO), RASS and SRS personnel. Examples of containment 
| practices include the housing of animals in rooms maintained under 
| relative negative air pressure to the corridor; the use of IVCS for al] 
‘ rodents with HEPA filtered exhaust; and use of a HEPA-filtered cage 
i dumping station. HEPA filtered mobile change stations are in each room 
Beds i requiring cage changes. We have also reduced the number of cage changes. ; 
: Personal protective equipment (PPI), including respiratory protection, 
: such as N-95 masks and/or PAPRs, are available for use to augment 
: engincering and administrative controls. 
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c) Describe likely sources of zoonoses and facility design features, 
equipment, and procedures employed to reduce potential exposure to 


ZOOnNOSES. 
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: assessment of the zoonotic agent. The most likely source of zones is from a: 


‘rat bite frat bite fever). Guidance provided to all employces with regard 


: specific measures to take lo protect against zoonotic agents is current and 
i provided via training and education by the VMO, VA Safety Office, RASS 


: and SRS personnel. Examples of containment practices include the 


: housing of animals in rooms maintained under relative negative air 
| pressure to the corridor and the use of TVCS for all rodents with HEPA 


filtered exhaust. We have also reduced the number of cage changes te 


minimize handling. Personal protective equipment (PPE), including wire 


‘ mesh gloves, are available for use to augment engineering and 
: administrative controls. 


to 
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d) Describe the procedures for the maintenance of protective equipment 
and how its function is periodically assessed. 
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' Most PPE, including gowns, gloves, and shoe covers are disposable and 
| discarded after usc. 


An outside vendor annually for proper function certifies fame hoods and/or 
i Biological Safety Cabinets in all buildings. All laminar airflow (positive or 
| negative pressure) animal housing systems, cage change stations, and 


‘ waste disposal uniis receive certification at this time. 
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| Protective filters for equipment, such as cage change and waste disposal 


recommended by the manufacturer or annually certifies anesthetic 


vaporizers, and passive waste gas systems and gas anesthesia components 


: must pass for leakage ai the time of system calibration and certification. 


: Weighing of FA canisters occurs before usc, after cach usc, and then 
: discarded when canisters reach the maximum recommended weight. 


' Assurance of autoclave function and effectiveness for decontamination 


i monitored by temperature-scnsitive strips placed occurs with each load or 


‘ units, and [VCS pre-filters and HEPA filters occurs on a regular basis, as! 
: recommended by the manufacturer. An outside vendor at the frequency 


Oe ee ee ee ee 


: at least weckly. VA Engincering Service performs routine maintenance. 
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e) Respiratory Protection 


i} Describe situations where respiratory protective equipment is 


available or required, such as cage washing facilities, feedmills, 


: The nature ef the work-related risks make enrollment of cage-wash staff | 
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etc. 
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' Service or through UL, DEHS. This allows them to wear N-95 

‘ respirators {o prevent exposure to animal and bedding allergens and 

: particulates, The usc of respirators is intended to augment, not replace 
; the use of a wasic disposal system, however, their use is required if a 
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ii) Describe programs of medical clearance, fit-testing, and training in 
the proper use and maintenance of respirators. 
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: Fit testing and provision of respiratory protection performed for VA 

‘ employees through VA Occupational Health, or if associated withthe | 
' affiliate, by UL DEIS occurs annually or more often if needed, such as | 
: when there is a change in the type or brand of masks that are available. 
;. Additional respiratory protection, including Power-Aired Purifying 

; Respirators (PAPRs) are available for use upon request. VA Employee 

: Health Service and/or UL DEHS provide training. 
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fii) Describe how such respiratory protective equipment is selected and 
its function periodically assessed. ; 
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: Employee Health Service or LL DEHS, who certify the best fitting N- 
| : 95 masks for each employee. Each employee reccives a certification for : 
: use for only thosc N-95 masks, which they used and passed the Fit test. 
: If employees have severe respiratory issues or other issues, which 
: renders N-95 masks ineffective, the use of a PAPR, which does not 


ee 
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f} Heavy Equipment and Motorized Vehicles ; 


i} Provide a general list of the types of cage-processing equipment 
used, such as rack/cage washers, tunnel washers, robotics, and 
bulk autoclaves. Describe training programs, informational 
signage, and other program policies designed to ensure personnel 
safety when working with such equipment. 

Noie: Details of specific equipment installed in animai facility{ies) 
are to be provided in Appendix 15 (Facilities and Equipment for 
Sanitizing Materials). 
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: the cabinet cage washer and bulk autoclave is performed when the 
‘ equipment is installed, and thereafter upon request or during 
i maintenance. User guides prepared by the manufacturer are also 
i available. The VA Enginecring Service is also quite knowledgeable and ; 
26 
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List other heavy equipment such as scrapers, tractors, and farm 
machinery (manufacturer name, model numbers, etc. are not 
necessary}. Describe training programs, informational signage, and 
other program policies designed to ensure personnel safety when 
working with such equipment. 

Note: If preferred, this information may be provided in a Table or 
additional Appendix. 


ae 
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iii} If motorized vehicles are used for animal transport, describe how 
the driver is protected from exposure to hazards such as allergens 
or Zoonoses and decontamination methods employed. Also 
describe instances where vehicles may be shared between animal 
and passenger transport. 
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g} Describe safety procedures for using medical gases and volatile 
anesthetics, including how waste anesthetic gases are scavenged. 
: An outside vendor annually certifies anesthetic vaporizers, and passive 
; waste gas systems and gas anesthesia components must pass for Icakage at 
: the time of system calibration and certification. Weighing of FA canisters 
occurs before use, and then after each use, and finally discarded upon 
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ii. Animal Experimentation Involving Hazards [Guide, pp. 20-21] 


1} List, according to each of the categories noted below, hazardous or 
potentially hazardous agents currently approved to be used in animais that 
are or will be maintained for more than a few hours following exposure. If 
the hazardous agent cannot be listed by name for security/proprietary 
reasons, identify it by the general category of agent and level of hazard. 
Note: If preferred, this information may be provided in a Table or additional 
Appendix. 


a} Biological agents, noling hazard levei (CDC Biohazard Level, Directive 
93/88 EEC, CDC or USDA/DUHHS Select Agent, etc.}. Examples may 
include bacteria, viruses, viral vectors, parasites, human-origin tissues, 
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b} Chemical agents, noting general category of hazard {toxicant, toxin, 
irritant, carcinegen, etc.). Examples may include streptozotocin, BrdU, 
anti-neoplastic drugs, formalin, etc. 
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Experiment-Related Hazard Use [Guide, pp. 18-19: See also Chapters 2” 
and 3 in Occupational Healfh and Safety in the Care and Use of Research 
Animais, NRC 1997]. 

Note: Written policies and standard operating procedures (SOPs) governing 
experimentation with hazardous biological, chemical, and physical agents 
should be available during the site visit. 


a) Describe the process used to identify and evaluate experimental 
hazards. Describe or identify the. institutional entity(ies) responsible for 
ensuring appropriate safety review prior to study initiation. 
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' of new anes New caployee orientation includes information regarding | 
: reporting and receiving treatment for workplace injurics, including animal 
bites. Spill kits, showers, and cyewash stations are located in the VMU and 
laboratories for immediate treatment. Further treatment is available through 

‘ the VA Occupational Health or the Hospital Emergency Room if needed. The 3 
YMO and/or AO determine if consultation with other VA officers is a 
‘ requirement. Accident or exposure reports in the Automated Safety Incident 

' Surveillance Tracking System (ASISTS) and on the Research Service 

: accident form document any safety issues and notes any trends, Accident 
: reports are part of the monthly SRS agenda, reported by the VA Safety Office | 
: representative. Review of reports occurs monthly by the MC) and the VA 

i SRS. 

: Identification of all potential chemical hazard exposure, potential zoonosis 

: and exposure to animal allergens as work-associated risks is by the VA 

' NP/PA as part of the pre-employment physical performed for all federal 

: employees. The hazards identified in the VA ACORP require that a 
: representative from the VA Safety Office sign the Appendix prior to approval : 
‘of the ACORP by the RASS. ‘This aids in assurance that Uadaaanoseee 
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procedures and specific research techniques, documentation of this training is 


: in both the VA ACORP and the SRS form prior to protocol initiation. 


: Further, all hazardous agents used in rescarch must be listed in the SRS form, | 


‘ and include descriptions of techniques, safety precautions, and emergency 
: procedures prior to approval. ‘The VA Safcty Office personnel are also 
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b) Describe how risks of these hazards are assessed and how procedures 


c 
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are developed to manage the risks. Identify the institutional entity{ies 
responsible for reviewing and implementing appropriate safety ar 
containment procedures. 
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: review hy respective comunittces if they use animals, hazardous biologic, 

: chemical or physical agents in their proposed research. 

: ‘The ACORP also specifically addresses hazardous agents used in animals, 
! and includes an Appendix for Test Substances. The hazards must be 

' identified, and the VA Safety Office or designate must sign the Appendix 
prior to approval of the ACORP by the RASS to ensure that appropriate 
containment procedures are used. 


: and include descriptions of techniques, safety precautions, and emergency 
i procedures. Review and approval of the form by the SRS, is necessary for 
i continuation. The SRS is comprised of the VMO, the VA Industrial 
i Hygienist (1f1}, and/or specialists in radiation, infection control, and 


: recombinant DNA. Additionally, semi-annual inspections of the YMU and 


' all laboratory spaces by hoth the RASS and SRS independently ensures 

‘ compliance, and identifics potential safety issues. Exposure to chemical 

: hazards, potential zoonosis and exposure to animal allergens as work- 

. associated risks is part of the pre-employment physical performed for all 
: federal employees and reviewed by the VA NP/PA. 


Further, all hazardous agents used in research must be listed in the SRS form, 


) 
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Describe the handling, storage, method and frequency of disposal, and 


final disposal location for hazardous wastes, including infectious, toxi 
radioactive carcasses, bedding, cages, medical sharps, and glass. 


c, 


: Cage changing for redents occurs within a movable change hood in each 


room. ‘Transfer of soiled rodent cages from the hood onto sanitized stainless 
: Steel carts, covered, and transported to cage wash, (b)(5) | A filtered, down 
: draft waste management system with two receptacles containing heavy plastic ! 


| bags safely remove soiled bedding and unused food from dirty cages. VA 


: Maintenance Service removes hags discarded outside the building in covered 


waste bins. The VA Environmental Management Service disposes of soile 


d 
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3) 
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: prior to bedding disposal and cage washing. We have no hazardous bedding; 
: however, it would be disposed of as medical wasie and incincrated. Animal 
: carcasses are bagged, frozen, and stored in a large black waste bag in a 
i dedicated chest freezer. Bags are transported to UJ. periodically, and red- ; 
' bagged and incinerated as medical wastc by Stcris Corporation. Disposal of 
: medical “sharps” and glass in designated “sharps” containers provided by the 
‘ local VAMC is also by the local VAMC. VA Engincering Service mounts 

‘ new containers or changes locations of containers upon request. The wall- 
.i mounted containers provide a stable base to prevent spillage. VA 
: Environmental Management Service picks up full containers for disposal, 

: which involves incineration and compaction off site. The containers in sccure ! 
‘ yooms for usage have self-locking, one-way openings for disposal to prevent 


d} Describe aspects of the medical evaluation and preventive health 
program specifically for personne! potentially exposed to hazardous 
agents. 
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: receiving treatment for workplace injuries, including animal bites. Spill kits, 
: showers, and cyewash stations are located in the VMU and laboratories for 

| immediate treatment. Further treatment is available through the VA 

: Occupational Health or the Hospital Emergency Room if needed. The VA 

: NP/PA identifies potential chemical hazard exposure, potential zoonosis and 
: exposure to animal allergens as work-associated risks as part of the pre- 
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Hazardous Agent Training for Personnel [Guide, p. 20] 

Describe special qualifications and training of staff invotved with the use of 
hazardous agents in animals. 

: Hazards intrinsic to animal use arc identified during orientation and training of 
: new employees. The principal investigator is responsible for training their staff 

: in proper animal handling procedures and specific rescarch techniques. ‘The 

: YMO is also available to assist investigators and their staff regarding safe 


' procedures for handling animals. New employec oricntation includes 

: information regarding reporting and receiving treatment for workplace injuries, 
! including animal bites, Spill kits, showers, and eyewash stations are located in 
: the VMU and laboratories for immediate treatment. Further treatment is 
: available through the VA Occupational Health or the Hospital Emergency Room | 
| if needed. The VMO and/or AO determine if therc is a need for consultation 


‘ with other VA officers. The VA NP/PA identifies potential chemical hazard 
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4) Facilities, Equipment and Monitoring [Guide, pp. 19-20] 


a) Describe locations, rooms, or facilities used to house animals exposed to 


b 


—_er 


hazardous agents. Identify each facility according to the hazard(s) and 


containment levels (if appropriate). 
Note: If preferred, information may be provided in a Table or additional 


Appendix. 
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: In the adjacent animal research building (by5)__}, the support areas used : : 


: for procedures include 19-102 (240 ft2), 19-113 (187 72), 19-113.A (70 ft2), 3 
: 19-203(255 ft2) and 19-204 (64 ft2). LPS is administered IP in terminal 


: experiments. It is prepared within a biological safety hood as a liquid 
: solution. After administration, the syringe is disposed as directed by the VA: 
i [Il/Safety Office. (ABSI.-1) - | 
Within the VMU, cach room is 196 ft2. Pressure in all animal rooms is 
negative relative to the corridor, and animals housing is in [VCS with tops 
that arc fillered and securely sealed. Animals within the VCS can be under 
positive or negative pressure relative to the room. 
Additionally, two portable laminar flaw housing units are also available for | 
use in animal rooms (196ft2)}. Each provides HEPA filtered air for housing | 
: rodents under positive or negative pressure relative to the room air. The Nu- 
; Aire Unit is 78°Wx38"Dx77 ‘4°H and features a stainless stcel shelving unit } 
; which attaches to the laminar flow cabinet for housing static rodent cages. 
: The air pressure over the cages is cithcr positive to negative relative to the 
' room pressure by removing the rack and rotating the cabinet 180°F. The 
: Duo-Flow by Lab Products is a selicontained clean room, with clear vinyl 
! curtains for dual access to animals housed on single two-sided rack. (ABSIL- 
ae ABSL-2 — None in usc) 
(58 ft2)} is equipped with a hood with an exhaust fan (100% ; 
Outta exhaust) auaas aia over the necropsy table. Jf formalin is used, itis | 
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Describe circumstances and conditions where animals are housed in 
rooms outside of dedicated containment facilities (i.e., in standard animal 
holding rooms). Include practices and procedures used to ensure hazard 
containment. 
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c) Describe special equipment related to hazard containment; include 


methods, frequency, and entity(ies) responsible for assessing proper 
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function of such equipment. 
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t heeaneat of the hazardous agent. Guidance ee to all sepiagess with 
: regard to specific measures to take to protect against allergens and zoonotic 
‘ agents, as well as hazardous agents approved for usc, is mandatory. This 
guidance is provided by training and education provided by the VMO, VA 
Satcty Office, including the TH and Radiation Safety Officer, and RASS and 
: SRS personnel. Examples of containment practices include the use of 
: secondary containers for bulk storage of chemical detergents and 
: disinfectants, housing of animals exposed to biological hazards in rooms 
: maintained under relative negative air pressure, and use of IVCS for rodents, 
: and a ITEPA-filtered cage dumping station. The VA Hospital provides 
: Maintenance chemical fume hoods, biological safety cabinets, and flammable ; 
‘ agent storage cabinets. Personal protective equipment (PPE) is available for 
| use to augment engineering and administrative controls. 
Describe the husbandry practices in place to ensure personnel safety, 
including any additional personnel protective equipment used when work 
assignment involves hazardous agents. 
ft he VMO, principal investigators, and laboratory supervisors are responsible 
: for training of personnel in safe practices, The VA Safety Office and the 1H 
i assists PIs and the VA Rescarch Service in developing and maintaining a 
: Chemical Hygiene Plan in accordance with OHSA Standards, coordinates 

: with VA Engineering Service for testing of chemical fume hoods, assists in 

: hazardous waste disposal, and evaluates waste ancsthetic gas scavenging. A 
: complete chemical inventory is required for each researcher by the VA Safety : 
: Office and the VA Research Office, and is part of their research portfolio 
: maintained in the Research Office. VA SRS and RASS approval may also 
: require the development and approval ofa Special Animal Safety Protocol 
‘ (SASP), which describe animal handling, husbandry, containment, personal 
: protective equipment {PPEF), and other practices to mitigate risks associated 
: with potentially contaminated urine, feces, soiled bedding, carcasses, caging, | 
: and equipment. Primary guidance documents include the VHA Handbook, 
Biosafety in Microbiological and Biomedical Laboratories, NIH rDNA 
: Guidelines, CDC/USDA Select Agent Regulations, and OSHIA’s Blood 
: Borne Pathogens Standards. 
: Disposable gowns, gloves, and shoc covers are available to all personnel. 
: Scrubs, water resistant surgery gowns, full-face shields, safety glasses, 
: disposable latex and nitrile gloves, rubber boots and shoe covers are available 
i for husbandry staff and readily accessible for usc. 
i Fit testing is provided by the VA Safety Office upon request {or UL 
: Department of Environmental Health and Safety (DEHS), if UL employces), 
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e) Incidental Anima! Contact and Patient Areas 


i} List and describe facilities that may be used for both animal- and 
human-based research or patient areas, including the policies and 
procedures for human patient protection, facility decontamination, 
animal transport through common corridors or elevators, and other 
personnel protection procedures. 
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Describe any other circumstances in which animais or caging 
equipment are transported in common use corridors or elevators 
(e.g., have the potential to come in contact with individuals not 
associated with the animal care and use program), and measures 
taken to mitigate risks associated with such use. 
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B. Program Oversight 
1. The Role of the IACUC/OB [Guide, pp. 24-40] 


a. IACUC/OB Composition and Function [Guide, pp. 17; 24-25] 
Please provide a Committee roster, indicating names, degrees, membership role, 
and affiliation (e.g., Department/Division) as Appendix 7. 


I. Describe Committee membership appointment procedures. 


: The MCD (10) appoints all members of the VA RASS, nominated by the VA R&D | 
‘ Committee. Appointed members will serve terms not to excced three years; 
however, no minimum time between terms will be required ‘The Chairperson 
appointment by the MCD is for a term of one year. Consecutive appointments of 

: the Chairperson are permissible, Ex officio members may not serve as Chairperson, | 
: which includes the VMO. ‘The Chairperson may not simultaneously Chair the R&D | 
: Committee or any other Subcommittee. Recommendations for Committce 
membership come from the RASS Chair or RASS members. 

: RASS membership 

: The committee consists of at least 5 voting members, and includes: 

: 1) At least one practicing biomedical scientist experienced in research 
involving animals 
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! experience or training in any science 3 
: 3) One member who is not affiliated with the VA Medical Center other than as : 


: amember of the RASS who will represent the gencral community intcrests in the 
‘ care and treatment of animals, and with no research experience or background 
! experience or training in any scicnce 


' 4) Ex officio members with vote: VMO or Attending Veterinarian with 
: laboratory animal traiming 
: 3) Ex officio members without vote: 


_ AO, R&D Service 
: RCO, Office of MCD 
: The Chairperson has primary responsibility for conducting committee mectings and | 
: ' providing professional direction to the committee members to ensure operation of | 
‘ the RASS within all applicable regulatory requirements. As a fair and impartial 
' committee head, the Chairperson functions as a role model for RASS business 
' function. When the RASS is considering a protocol or subject in which the 
Chairperson has a conflict of interest, another member of the committee may actin : 
‘ his/her stead, with the exception of the ex officio members. The Chairperson works 
: with RASS members, the [O, and investigators to cnsure the welfare of all animals 
involved in the research program, Esa Naat eee eee 
li. Describe frequency of Committee meetings. Note that Appendix 8 shouid 
coniain the last two I[ACUC/OB meeting minutes. 
The RASS gencrally mects monthly. ‘I'he agenda, prepared by the VA Research 
: Service, is in accordance with the directives provided by the VHA Handbook, the 
: RASS Coordinator, the RASS Chair and the VMO. A majority of the quorum 
: present at the next convened mecting subsequently approves records of the 
‘ minutes. The VA R&D Committee also reviews and approves the RASS minutes. : 
: Scheduling of special RASS meetings upon directive of the MCD, the RASS Chair, : 
: or by petition of three or mare voting members of the Subcommittee are possible. | 
The RASS may y also gisues additional subcommittces as necessary, such as for 
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iii. Describe the orientation, training, and continuing education opportunities for 

IACUC/OB members. [Guide, p. 17] 

: Upon appointment, ‘all RASS members must bi-annually pass the web-based 
; program, "Essentials of the TACUC”, through www.citiprogram.org. 
: The Chairperson has primary responsibility for conducting committce meetings and | 

| providing professional direction to the committec staff to ensure operation of the 

: RASS within all applicable regulatory requirements. As a fair and impartial 

committee head, the Chairperson functions as a role model for conducting RASS 

: business. 
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: during monthly meetings, and distributes relevant training materials, such as 

: IACUC scenarios and guidance on interpretation of the Guide as issued 
periodically through the office of the CVMO. 

: AJl members reccive a copy of the Guide, and various training scenarios utilizing ! 
| application of the Guide serve as educational opportunities during RASS meetings. : 
! The semi-annual program and facilities reviews also serve as points for discussion; 
: and learning opportunities. 

: All ACORPs receive full-committee review, after pre-review by the VMO. 

: however, subsequently, designated member review (DMR), with reviewers 

i appointed by the RASS Chair, might review and approve specific protocols. 

: Alternate members are encouraged to attend and participate In mectings as non- 
: voting members to become familiar with RASS review policies and procedures. 
‘ Orientation materials available for new members may include: 

: 1} RASS. Membership Roster 

2) VHA Handbook 

: 3) RASS SOP | 
' 4) Guide for the Care and Use of Laboratory Animals, NRC, 2011 (8th Edition) | 
: 5) AVMA Guidelines for Euthanasia of Animals: 2013 

' 6) Robley Rex VAMC Animal Care and Use Program Description, 2015 

7) VA ACORP 

' 8) VA Semi-annual Program and Facilities Review Report forms 

: 9) Occupational Health and Safety Program (OHSP) for Personne! with Laboratory 
‘ Animal Contact brochure and quiz, and the Medical Survey Questionnaire (MSQ) - 
components of ihe VA OSHP 


ee ae ee ee ee me ne ee ee ne ee ee ew 8 8 oe a a se eee ee ee 6 ow wr i ee ene ewe mee ee ens 


tase 


b. Protocol Review [Guide, pp. 25-27} 
A biank copy of your institution’s protocol review form should be provided as 
Appendix 9. Aliso include forms used for annual renewal, modifications, 
amendments, etc., as applicable. 


i. Describe the process for reviewing and approving animal use. Include 
descriptions of how: 

e the IACUC/OB weighs the potential adverse effecis of the study against 
the potential benefits that may result from the use (“harm-benefit 
anailysis’}, 

e protocols that have the potential to cause pain or distress to animals are 
reviewed and alternative methodologies reviewed, 

e veterinary input is provided, and 

« the use of animals and experimental group sizes are justified. 


Nofe: Make sure you address each of the items above. 


35 
8/16 


pre ne ee ern ene nate cow cn woe ac enn ew cnnn ter r src cen creer zor cease rcensawrrencs nooo a ase ana eee sort 


‘ involving animals at convened meetings, at which a majority of members must be 
: present. 
: Request to Review and Submission Process 
; The PI must submit the following documents (available from the Rescarch Office) : 
‘ to the RASS through the VA R&D Service. 
| 1) A completed Request to Review Rescarch Form bearing the signature of all 
' service chiefs whose services may be involved in the study, cither actively or by 
providing support services. 
: 2) An abstract of no more than 500 words organized under the following four 
‘ Headings: Objectives, Research Design, Methods, and Clinical Relevance, A 
: printed copy and an electronic copy (¢-mail) are required. 
; 3) A detailed budget for all funded or potentially funded studies 
: 4) A key personnel form listing who will participate in the project, including cach; 
: individual’s role in the research project and any individuals that are not cmployecs 
of the Robley Rex VA Medical Center, and their status (ic. VA WOC, VA IPA). 
5) A complete study protecol with the objectives and purpose of the research, 
: background and results of previous studies (by the investigator and others} and a 
description of the study design and all procedures. 
6) Animal Component of Research Protocol (ACGRP) and applicable Appendices 
: (1-6). The ACORP is the official VA animal protocol form. Usage by the PI is 
i mandatory when a project involving animal rescarch performed at the VA or 
: funded by the VA. 
: 7) Documentation that the principal investigator and all key personnel have 
: received the required current training in protection of animals in research. 1} The 
: principal investigator's curriculum vitae, including publications, if the investigator 
: has not had a proposal approved within the previous five years. 
: 8) Conflict of Interest forms for, and completed by cach project participant. 
: 9) Scope of Work Assessment for each project participant completed by the PI. 
: The Review Process 
: 1) RASS shall review proposed rescarch at convened meetings at which a quorum | 
_ is present. In order for research to procced, it must receive the approval of a 
: Majority of a quorum of voting members present at the meeting, or approved by 
: designated review by at least two committee members, appointed by the RASS 
: Chair, and approved by a majority of a quorum of the voting members of the 
* RASS. Distribution of meeting matcrials to members occurs one week in advance 
: of meetings to allow sufficient time to review materials. 
: (a) Approvals require a majority of a quorum of the voting members in attendance. 
: (b) Maintenance of a quorum must occur for each vote to occur. Ifa quorum is not 
: present, the proposal reccives assignment for designated review ar moves to the 
: next RASS mecting agenda for review. However, if discussion of a project occurs, 
the investigator may receive the information to benefit the submission. 
(c) Only members in attendance may vote. Proxy or in absentia votes are not 
: permitted, 
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: ACORP. If procedures are proposed that may cause more than momentary or 

: slight pain or distress to the animals, it is mandated that an investigator consult the 

‘ ¥MO during the planning stages of a project (USDA AWAR; see 9 C.F.R. 

: §2.31[d][iv][B[}. Because it is often difficult for an investigator to predict which 

procedures might cause more than momentary pain or distress without consulting a ; 

laboratory animal veterinarian, the provision for a consultation in the CSDA 

: Animal Welfare Act Regulations and Standards extends to all projects with the 

requirement that the VMO or another qualified person conduct the consultation. : 

' This consultation occurs prior to RASS review of a protocol. The veterinarian 

' consult may take the form of a face-to-face meeting, or a written review of a draft 

‘ form by the VMO. No protocol receives final approval until completion of a 

‘ veterinary consult by the VMO. 

! 2} The RASS shall determine if a research project conforms to the institution's PHS : 

: Assurance and meets the following requirements: 

(a) Procedures with animals wil] avoid or minimize discomfort, distress, and pain 

to the animals, and are consistent with sound research design. 

(b) Procedures that may cause more than momentary or slight pain or distress to the : 

‘ animals will be performed with appropriate sedation, analgesia, or anesthesia, 
unless the procedure is justified for scientific reasons in writing in the ACORP by 
the investigator. 
(c) Animals that would otherwise experience severe or chronic pain or distress that | 
cannot be relieved will be painlessly killed at the end of the procedure or, if yt 
appropriaic, during the procedure. 

-{d) The living conditions of animals will be appropriate for their species and 

‘ contribute to their health and comfort. The VMO, or a similarly qualificd 

! veterinarian, who is expericneed in the proper care, handling, and use of the species : 

' maintained or studied, will direct the housing, feeding, and nonmedical care of the 

: animals. 

(¢} Medical care for animals will be available and provided as necessary by the 

VMO, ora similarly qualified veterinarian. 

(1) Personnel conducting procedures on the specics maintained or studicd will be 

: appropriatcly qualified and trained in those procedures and described in the 

: ACORP. | 

: (g) Methods of cuthanasia used will be consistent with the recommendations of the ; 

: American Veterinary Medical Association (AVMA) Guidelines for Euthanasia of 

: Animals: 2013, unless a deviation is justified for scientific reasons in writing in the 

: ACORP by the investigator. 

: 3) When substantive information is lacking from a protocol, the committee may 

: have questions requiring a response from the PT. In such situations, the RASS may 

take the following actions: 

(a) Ifa quorum of voting members are present at a meeting, the commitice may 

! yote to require modifications to secure approval and have the revised research 

: protocol reviewed and approved by a designated member revicw (DMR), or 

: returned for full committce review at a convened meeting. 
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cany use DMR if the quorum of members present decides to do so by a unanimous 
‘ vote, Any member of the RASS may, at any time, request to see the revised 


: protocol, even afier obtaining DMR approval, and/or request full committee review ; 
of the protocol instead. The approval date is the date that the designated member(s) ' 


: or a majority of the RASS voting members approve the ACORDP. Performance of 


! animal research may not occur before this date, and any use of animals prior to this } 


! aa is is hada to the iss of Laboratory Animal Welfare (O].AW) and other 
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j. Describe the process for reviewing and approving amendments, 


modifications, and revised protocols. lf applicable, include a 
description/definition of “major” vs. “minor” amendments. 
Note: lf preferred, this information may be provided in a Table or additional 
Appendix. 
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i The VA RASS must review and approve, require modifications in (to secure 
! approval), or withhold approval of all research proposals involving live vertebrate 
' animals, by a majority of a quorum of voting members at a convened meeting, or 
‘ by voting for DMR. The process for reviewing modifications is almost identical to 
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‘ that used for new ACORP submissions or 3-Year Renewals, with the exception that ! 


: the form “Request to Modify”, explaining the reason(s) for the modification, is 


‘ used as the cover page and explains the types of changes requested te be made to 
‘ the attached, modified ACORP. 


i All modification requests receive full committee review at monthly RASS meetings } 


! and as such, are subject to all conditions described below. 

: Review criteria include: rationale and purpose of the proposed use of animals; 

' justification of the species and number of animals requested, availability or 

: appropriateness of the use of less-invasive procedures; use of another species, 

' isolated organ preparation, cell or tissue culture, or computer simulation; adequacy 
: of training and experience of personnel in the procedures used; unusual housing 

| and husbandry requirements; appropriate sedation, analgesia, and anesthesia; 

: unnecessary duplication of experiments, conduct of multiple major operative 


‘ procedures; criteria and precess for timely intervention or removal of animals from : 


: a study, or cuthanasia if painful or stressful outcomes are anticipated; post 
: procedure care; method of euthanasia or disposition of the animals; and safety of 


! the working environment for personnel, including mandatory enrollment in the VA ! 


t OSHP or cquivalent program. 
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c. Special Considerations for |JACUC/OB Review [Guide, pp. 5; 27-33] 


i. ‘Experimental and Humane Endpoints [Guide, pp. 27-28] 


1} Describe the IACUC/OB'’s review of “humane endpoints,” i.e., alternatives 
to experimental endpoints to prevent or in response to unrelieved animal 
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pain and distress. 
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‘fess sentient aninial models, as sell as appropriate use of anesthesia and 

: analgesia. Inclusion of clinical endpoints, for non-surgical and surgical 
: procedures, as well as abnormal phenotypic expression in transgenic animals 
' and/or adverse events is mandatory. Item M.3.in the ACORP addresses any 
' genetically modified ar engineered animals and asks for a description of any 
: characteristic or abnormal behavior related to their genotype. Item W. 1.-5., 

' Consideration of Alternatives and the Prevention of Unnecessary Duplication, 

: includes details of searches of one or more databases. Five additional questions 
: require a narrative description for non-use of non-animal alternatives, less 

: sentient animal use, and justification for non-use of procedures or models with 
: less potential distress, pain, or suffering, or use of fewer animals. Item T., 
: Endpoint Criteria, specifically asks what specific endpoint criteria determine 

: when sick animals, regardless of cause, will result in euthanasia or removal 

: from the study. The required web based training programs include specific 

! examples as well as species-specific examples. These may include general 

' signs, such as anorexia, percentage of weight loss over a given period of time, 

‘ tumor burden as a percentage of body weight, health problems refractory to 

: medical intervention, and/or severe psychological disturbances. Addition of 

i other signs/criteria may occur by the PI after consultation with the pre-review 

| of the ACORP by the VMO and subsequent RASS review. Especially for Class 
: IIT procedures/studies, such endpoints must clearly define the parameter(s) used 

‘ and address the frequency of animal] observation and proficiency of the : 
: individuals responsible for observation and assessment. Studies involving 

: procedures for which there is little available information upon which to base 

: expected ouicomes may require preliminary reports to the RASS, or approval =: 
: for a limited number of animals for a pilot study. 


For studies in which humane alternative endpoints are not available, 
describe the [ACUC/OB’s consideration of animal monitoring and other 
means used to minimize pain and distress (e.g., pilot studies, special 
monitoring, other aiternatives). 
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Identify personnel responsible for monitoring animals for potential pain 
and distress and describe any mechanisms in place to ensure that the 
personnel have received appropriate species- and study-specific training. 
: The PI is ultimately responsible for monitoring their animals for potential pain | 
and distress; however, husbandry staff and the VMO are also knowledgeable. | 
: All personnel reccive training via citiprogram.org modules that are specics 
: Specilic and address recognizing pain and distress in rodents, ‘There is alsoa 
39 
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' pain with analgesia. Additionally. the 7MO may provide additional training if ; 
: needed. 
: There are several mechanisms used by the VMO and the RASS to cnsure that 
: animal pain and/or distress is minimal and personnel receive training for the 
: experimental procedures that are species specific. During ACORP pre-review 
' by the VMO, and subsequent review by the RASS, cach reviewer verifies that 
the PI and their staff have thoroughly documented their experience with the 
| procedures in the ACORP and document completion of the citiprogram.org 
: modules. Additionally, the RASS ensures that the Pl thoroughly considers and 
: documents alicrnatives to procedures that may be associated with pain and 
i distress. At least two databases for alicrnatives must be included in the search. 
: A description of the litcrature searches performed for altcrnatives are included 
: in the ACORP. Studies with the potential to cause pain or distress reecive 
‘ approval only when detailed scientific justification and humane endpoints are 
: well defined. The Pl must also provide a detailed description of study specific, 
: objective criteria that used to determine humane endpoints, which determine 
! when animals receive treatment and/or cuthanasia. Refinements frequently 
‘ result from research staff interaction with colleagues, members of the RASS, 
‘ and/or the VMO. This has fostered many enhancements to research proposals, 
including improved agents and methods of anesthesia an analgesia. 
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Unexpected Outcomes that Affect Animal Well-being Guide, pp. 28-29] 
Describe how unexpected outcomes of experimental procedures (e.g., 
unexpected morbidity or mortality, unanticipated phenotypes in genetically- 
modified animals) are identified, interpreted, and reported to the IACUC/OB. 
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: A full-time UL husbandry technician, ALAT, and/or UL Husbandry staff observes: 
: all animals daily and are responsible for reporting adverse events, outcomes, or 


: phenotypes to the VMO. Research staff also observes animals frequently and report 

: adverse events to the VMO. The VMO notifics and consults with the Pi and 

: research staff to develop observation, treatment, and/or intervention plans. Reports | 
: of significant unexpected outcomes, identified as morbidities and mortalities 

: (MMR Report), completed by the VMO, are pari of the RASS agenda for review | | 
quarterly. The RASS relies on the close communication and interaction between | 
! the husbandry and research personnel with the VMO to identify, interpret, and | 
! mitigate unexpected outcomes. The RCO and RASS subsequently determine if | 
: reported MMR are adverse events that warrant a formal report, and/or modification : | 
: of the associaicd ACORP. : 


iii, Physical Restraint [Guide, pp. 29-30] 


Nofe: This section is to include only those protocols that require prolonged 
restraint. Brief restraint for the purpose of performing routine clinical or 
experimental procedures need not be described. 
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4} Brieffy describe the policies for the use of physica! restraint procedures or 
devices. Include, if applicable, the IACUC/OB definition of “prolonged.” 


ti EMD rae rene heen ne nd NE cers: 
2} Describe animal restraint devices that are used or have been used within 
the last three years. For each device, briefly describe 
s the duration of confinement 
acclimation procedures 
monitoring procedures 
criteria for removing animals that do not adapt or acclimate, and 


provision of veterinary care for animals with adverse clinical 
consequences. 


Note: If preferred, this information may be provided in a Table or additional 
Appendix. 
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iv. Multiple Survival Surgical Procedures [Guide, p. 30] 


Nofe: One survival surgical procedure followed by a non-survival procedure is 
not included in this category. 


1} Describe the IACUC/OB's expectations regarding multiple survival surgery 
(major or minor} on a single animal. 


DD ee ey 


heweswereemcec eee m es 8 sseeremmwmmnmne s = cere mmm ancrer ee eee 2 awe wm mw wwe ww ee eee em wm mew eww cen 


2) Summarize the types of protocols currently approved that involve multiple 
major survival surgical procedures 


Note: lf preferred, this information may be provided in a Table or additional 
Appendix. 
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. Food and Fluid Regulation [Guide, pp. 30-31]. Note: This does not include 


pre-surgical fast. 


Summarize the types of protocols that require food and/or fluid regulation or 
restriction, including: 

e justification 

*® species involved 

e length and type of food/fluid regulation 
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* animal health monitoring procedures and frequency (e.g., body 
weight, blood urea nitrogen, urineffecai output, food/fluid 
consumption) 

e methods of ensuring adequate nuirition and hydration during the 
regulated period 


Note: If preferred, this information may be provided in a Table or additional 
Appendix. 
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Reperfusion Injury”, measured feed limits the amount of peri-abdominal and 
perivascular fat deposition, since the terminal procedure requires isolation of | 
: abdominal micro-vessels and in-vivo video microscopy. Dimensions of vessels and : 
: cells within vessels must he clearly visible for precise measurement. Rats, 6-8 

: week old, receive 15g of standard rodent chow (Purina 5001) per day. The weight 

: and overall health of animals documented twice weekly ensures appropriate weight : 
: gain and growth for the age of the animal. A plateau of weight gain in an animal 
‘ results in an increase of food to 20g daily. The average weekly weight gain in 
: animals is 25g. If this is not obtained, feeding may be increased >25¢ daily prior to | 
use in non-survival surgery at the desired weight range. The target weight range 
: for animals used in is the 215-225g weight range, which is achievable after 2-3 
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Use of Non-Fharmacentical-Grade Grugs and Other Substances [Guide, 
p. 31] 

Describe the IACUC/OB’s expectations regarding the justification for using 
non-pharmaceutical-grade drugs or other substances, if applicable. 
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' In accordance with policies and regulations regarding the use of pharmaccutical- 
: grade medications and outdated supplics, the VA Animal Carc and Use Program, 
! ' and the RASS, require that pharmaceutical grade medications will be used 
: whenever they are available, including for non-survival procedures and/or 
: euthanasia. Exceptions for use of non-pharmaceutical grade (i.c., chemical-gradc) 
' medications occurs after review and approval by the RASS. Requests for 
: exceptions are part of an ACORP. Such requests must include a scientific rationale ; 
| or proof of unavailability, and a description of preparation and storage toensurc 
‘ some degree of sterility. Cost-savings alone is not an adcquate justification for t 
using non-pharmaccutical grade medications. Expired medications used to support 
surgical procedures, including anesthetics, analgesics, or agents used pre- or post- 
! surgical care (c.g., heparin), are unacceptable for use, even for non-survival 
' procedures. Usage of other expired medications, such as experimental therapeutic 
i agents, may occur after RASS review and approval of the written scientific 
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Describe any additional considerations used by the IACUC/OB when 
reviewing field investigations of animais (non-domesticated vertebrate 
species), if applicable. 
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viii. Animal Reuse [Guide, p. 5] . 
1) Describe institutional policies regarding, and oversight of, animal reuse 
{i.e., on multiple teaching or research protocols). 
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2) Briefly describe the types of activities currently approved that involve the 
reuse of individual animals. 
Note: A list of specific protocols involving reuse of animals should be 
available during the site visit. 
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3) Describe other instances where the final disposition of animals following 
study does not involve euthanasia, including adoption, re-homing, 
rehabilitation, etc. 

Note: A list of specific protocols involving reuse of animals should be 
available during the site visit. 
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2. Post-Approval Monitoring [Guide, pp. 33-34] 


a. Describe mechanisms for IACUC/OB review of ongoing studies and periodic 
proposal/protocoi reviews (e.g., annual, biennial, trienniai, or other frequency). 
Continuing review of all protocols occurs annually, and oceurs during the anniversary | oe 
: month of the initial ACORP approval or thirty days prior to the RASS approval period 
expiration. At the first and sccond anniversaries, the RASS reviews a standard form 
: (Request for Continuing Review), which provides basic information, including the 
‘ RASS approval number, RASS approval date, title of project, and specics used. The 
: investigator then notes that no changes have taken place, or describes any changes that | 
i have occurred, in procedures or personnel, or both. If there are new personnel, 

‘ enrollment in an approved OSIIP is mandatory. It also provides an opportunity to 
| address if any changes in health status have occurred that would require re-enrollment 
in the OSHP. It also includes documentation of the number of animals originally 
ee and those used tn the past had are by saeidecios and ee of use (B- 
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: meeting or via DMR. ee to meaty ACORPs require similar documentation, 
review and approval. Every three years, submission ofa new ACORP is a 
: requirement. Additionally, RASS members inspect all rescarch laboratories and 
! animal procedure rooms, and if possible, witness experimental procedures described in 
approved ACORPs. Pls are present for the inspections and available to answer any 
questions or demonstrate requested procedures. Additionally, as part of the semi- 
: annual program review, RASS members review all approved ACORP’s and all 
‘ aecompanying research folders. A checklist ensures that all forms are included and 
‘ completed correctly, and approval dates and signatures are appropriate and current. it 
| includes documentation of animal approval and usage by strain and Category. 
| Correction of any deficiencies occurs subsequently. 
b. Describe the process and frequency with which the IACUC/OB reviews the 
program of animal care and use. 
According to the USDA Animal Welfare Act Regulations and Standards (sce 9C.F.R. | 
: §2.31(c)(1)) and PHS Policy, and the VA VMU Handbook 12.007, the RASS must 
perform a self-assessment review of the program of animal care and research use, and 
i an inspection of animal facilities, laboratories using animals, and husbandry practices 
: at least every 6 months. This self-assessment review must be conducted using the 
: standards established in the most current Guide (sec “Institutional Animal Care and 
: Use Committces”}, PHS Policy (sec Sec. IV.B), the Animal Welfare Act {sce 7 U.S.C. ; 
: §2143[b][3] and [b][4]}, USDA AWAR (see 9 C.F.R.§2.31[c][2]), and VA policy. The 
‘ program review may occur concurrently with the facility review or the preceding 
; ‘ month. However, the report for the program and facility reviews occurs concurrently. 
i The RASS generates a completed report, based on the template of the RASS Program . : 
: and Facility Self-Assessment Checklist based on the findings of the committee. The = > 
: following must appear in the report: 
1} The name, address, and facility number, with the daie(s} of self-assessment. 
| 2) If program or facility deficiencics are noted, the report must contain a reasonable : 
: and specific plan and schedule with dates for correcting cach deficiency. 
: 3) The report must distinguish significant deficiencies from minor deficiencies. 
: a. A sipnificant deficiency is one, which, in the judgment of the RASS, is or may bea} 
threat to the health or safety of the animals. : 
: b. A minor deficiency is one that does not fit the preceding definition ofa significant | 
' deficiency. NOTE: For help with such decisions, contact the CVMO, who may 
: recommend further consultations with OLAW or USDA. \, 
: (1) The report must state any minority views. 
: (2)A list of RASS members present during the semi-annual sclf-asscssment review 
: with the name, the dceree(s) held, and the RASS role (veterinarian, scicntist with 
animal research expcricnee, non-scientist member, non-affiliated member) of each 
= EINE, At least three RASS members nacucle the cpaees need to conduct the } 
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: According to the USDA Animal Welfarc Act Regulations and Standards (see 9 C.F.R. 
! §2.31{c\(1}) and PHS Policy, and the VA VMU Handbvok 12.007, the RASS must 
: perform a self-assessment review of the program of animal care and research use, and 

an inspection of animal facilitics, laboratories using animals, and husbandry practices 

‘ at least every 6 months. This self-assessment review must be conducted using the 

p taneaids See in the most current Guide {see Pauses Animal Care and 
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assessment review. 
NOTE: Attendance by the lay and non-affiliated members is especially cncouraged. 
RASS can interview key staff members, such as veicrinarians, research technicians, 
animal care supervisors, etc. Key members may also submit reports to or respond to 
questionnaires from ihe RASS. 
RASS can review selected reports, standard operating procedures, protocols, surgical 
records and other animal related records. 
: RASS can request that ad hoc consultants or researchers participate in a discussion. 
‘ RASS can form special subcommittees to review arcas of interest and report findings to : 
the RASS as a part of the program review. 
A majority of all voting RASS members must vote to approve the report; cach member : 
must indicate approval by signatures next to the typed name and committce role. Then 
the RASS Chairperson, VMO, and onc or more rescarch administrators, usually the 

: ACOS (other RASS members may also attend as dictated by lecal RASS policy) 

discuss the report and its findings with the MCD within 30 days of assessment. The 
MCD then must sign the report to indicate review and comprehension of the report. 

Once the MCD has signed the report, the CVMO then receives the report from the 

; RASS within 60 days of the self-review datc. 

i NOTE: The local R&D Committee reviews a copy of the report, but R&D Committec 

‘ approval is not a requirement before the CVMO receives the document. : 
Under no circumstances may any local official alter an RASS semi-annual report once | 
a majority of voting RASS members has voted to approve the report. 
: Under no circumstances may local officials pressure RASS members to change the ; 
! wording of such reports to language more favorable to the institution. Local officials | 


er ern re err 


waeee 


eee Se 


ee een? 


! may comment or indicate their non-concurrence with information in the report in a 


: cover letter. 
: The VA R&D Service must retain the report on file for at least 3 years. 


. Describe the process and frequency with which the IACUC/OB conducts facility 


and laboratory inspections. 
e Describe the rationale or criteria used for exempting or varying the frequency 
of reviewing satellite holding facilities and/or animal use areas. 

e If contract facilities or contracior-provided personnel are used, describe 
procedures used by the [ACUC/OB to review such programs and facilities. 
Note: A copy of the last report of these reviews should be included as Appendix 

10. 
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following must appear in the report: 


+ 1} The name, address, and facility number, with the date(s) of self-assessment. 


2) If program or facility deficiencics are noted, the report must contain a reasonable 


' and specific plan and schedule with dates for correcting each deficiency. 
: 3) The report must distinguish significant deficiencies from minor deficiencies, 
a. A significant deficiency is one, which, in the judgment of the RASS, is or may bea 


: threat to the health or safety of the animals. 

‘ b. A minor deficiency is one that does not fit the preceding definition of a significant 
: deficiency. NOTE: For help with such decisions, contact the CVMO, who may 

‘ recommend further consultations with OLAW or USDA. 

: (1)The report must state any minority views. 


: (2}A list of RASS members present during the semi-annual self-assessment review 

: with the name, the degreefs) held, and the RASS role (veterinarian, scientist with 

animal rescarch experience, non-scientist member, non-affiliated member) of cach 

: member. At least three RASS members (including the veterinarian) need to conduct the 
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program and facilities review, hut usually a quorum of members are present. All 
members of the RASS are strongly encouraged to participate in the semi-annual self- 
assessment review. 

NOTE: Attendance by the lay and non-affiliated members is especially encouraged. 
RASS can interview key staff members, such as veterinarians, research technicians, 
animal care supervisors, etc. Key members may also submit reports to or respondto — 
questionnaires from the RASS. 


: RASS can review selected reports, standard operating procedures, protocols, surgical 
: records and other animal related records. 
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RASS can request that ad hoc consultants or researchers participate in a discussion. 
RASS can form special subcommittees to review arcas of interest and report findings io : 


: the RASS as a part of the program review. 


: A majority of all voting RASS members must vote to approve the report; each member 
i must indicate approval by signatures next to the typed name and committee role. Then 
: the RASS Chairperson, VMO, and one or more research administrators, usually the 

: ACOS (other RASS members may also attend as dictated by local RASS policy) 

: discuss the report and its findings with the MCD within 30 days of assessment. The 

' MCD then must sign the report to indicate review and comprehension of the report. 

‘ Once the MCD has signed the report, the CVMO then receives the report from the 

: RASS within 60 days of the self-review date. 
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: a majority of voting RASS members has voted to approve the report. 
: Under no circumstances may local officials pressure RASS members to change the 


NOTE: The local RED Commitiee reviews a copy of the report, but R&D Committee 
approval is not a requirement before the CVMO receives the document. 
Under no circumstances may any local official alter an RASS semi-annual report once 
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d. If applicable, summarize deficiencies noted during external regulatory inspections 
within the past three years (e.g., funding agencies, government, or other 
regulatory agencies) and describe institutional responses to those deficiencies. 
Noie: Copies of all such inspection reports {if available) should be available for 
review by the site visitors. 
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e. Describe any other monitoring mechanisms or procedures used to facilitate 
ongoing protocol assessment and compliance, if applicable. 


ee ee we ce wn nem ewww wm eee ame wwe me Mee cen Behe VA EEE CER ET EEE EE ee ETE EMR SEE TET ERMA mT TR eNOS 


: Continuing Review), which provides basic information, including the RASS approval 
i number, RASS approval date, title of project, and species used. The investigator then 
‘ notes that no changes have taken place, or describes any changes that have occurred, in : 
! procedures or personnel, or hoth. If there are new personnel, OSHP enrollment is 
‘ mandatory and indicated on the form. It also provides an opportunity to address ifany ; 
: changes in health status have occurred that would require re-enrollment in the OSHP. : 
‘ It also includes a report of the number of animals originally approved and those used in ! 
: the past ycar hy specics/strain and Category of use (B-E). Use of an additional species 
: requires an independent ACORP. The Request to Modify form accompanies the 
‘ revised ACORP (unless changes to the ACORP are not required), The RASS reviews | 
any changes to the approved activity, and can approve changes by a majority ofa 
quorum al a convened meeting or via DMR, Requests to modify ACORPs require 
similar documentation, review and approval. Every three years, the RASS reviews and 
approves a de-novo ACORP submission, which is a requirement. Additionally, RASS 
: members review research laboratories and animal procedure rooms where animal 

: research occurs, and if possible, witness experimental procedures described in ; 
: approved ACORPs. Pls are present for the inspections and available to answer any 
: questions or demonstrate requested procedures. Additionally, as part of the semi- 
annual program review, RASS members review all approved ACORP’s and the 

: accompanying research folders. A checklist ensures that all forms are included and 
: completed correctly, and approval dates and signatures are appropriate and current. 
: The form includes documentation of animal approval and usage by strain and 

: Category. Correction of any deficiencies occurs subsequently. 
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3. Investigating and Reporting Animal Welfare Concerns [Guide, pp, 23-24] 
Describe institutional methods for reporting and investigating animal welfare 
concerns. 
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! welfare concems or instances of proposal non-compliance that concern animal welfare. 

: The research institution is required to have a mechanism for reporting such concems 
(Animal Welfare Act (AWA) 7 U.S.C. 2142; Section 13; Animal Welfare Regulations 
(AWRs) 9 CFR Part 2, Subpart C, 2.32(c) (4)). Reporting concerns may occur directly to 
any member of the RASS, the ACOS R&D, the AO R&D, the RCO, or the MCI) or the 
VMO. 
The RASS is required to “review and, if warranted, investigate concerns involving the care ; 
: and use of animals at the facility resulting from public complaints received and from 

i reports of noncompliance received from laboratory or research facility personnel or 
employecs” (9 CFR Part 2, Subpart C, 2.31{c)(4)). The AWRs (9 CFR, Part 2, Subpart C, 

: and Section 2.32(c) (4)) requires protection of complainants from teprisal for reporting a 
violation of the standards or regulations of the AWA. The RASS reviews all reports of 
concerns received regarding the care and use of live vertebrate animals associated with 

: Robley Rex VAMC. Sources of concerns or complaints may include animal care staif or 
research personnel, other VAMC personnel, the public, the media, or an anonymous 
source. 

: When the complainant not anonymous, the RASS will acknowledge receipt of the 

: complaint in writing within seven working days, if the complainant so requests, and a copy 
of the letter will be included in the subsequent RASS report. 

If the complainant wishes to remain anonymous, the RASS acts as the complainant. 

Any concem submitted to a member of the RASS gencrates a report to the RASS 
chairperson. the VMO, or the ACOS for R&D. 

: Upon receipt of a concern the RASS Chairperson {or designec) shall conduct an initial 
review to determine the course of action, and contact the target of the complaint. 

: If, following initial review the RASS Chairperson in consultation with the VMO 

: determines there is an immediate threat to animal health or welfare the animal work stops 
immediately. In the event of such an occurrence, the VMO will assume responsibility for -! 
animal care and will provide all necessary care to alleviate pain and/or distress until a 
convened RASS meeting can determine a course of action. Conduction of a thorough 

i investigation occurs. Following such an incident, a RASS mecting convenes within fiftecn : 
: workdays to vote upon a suspension and determine a final course of action. The RASS 

' reviews all concerns and determines subsequent courses of action. 

Depending upon the severity of the concern, the Chairperson may call an cmergency 

: meeting of the RASS, or can defer it to the next scheduled RASS meeting. 

: After review of the concern the RASS shall determine by majority vote of a convened 
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* { quorum that the concern requires: 
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: 1) Further investigation and immediate action. 

: 2) Further investigation but no immediate action. 
: 3) No action. . 
> Actions that may be taken by the RASS include, but are not limited to: 

! 1) Veterinary medical intervention. 

: 2) Suspension of research activity (9 CFR 2.31 (c) (8). (d} (. 

: 3) Suspension of research activity requires prompt notification, by the MCD (10), of: 
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: for any PHS supported work (PHS Policy, [V.F.3); any private funding source; and 

: appropriate safety, occupational health, RCO, and Chief VMO. The RCO subsequently 

‘ notifies the VA Office for Research Oversight (ORO). 

: Following determination of the course of action, the RASS determine which individuals or 

' other institutional or non-institutional offices may require notification at this time: 

! USDA/APHIS, OLAW, and/or Granting agencies (NIH, etc.). 

' If animal activities are suspended the RASS, the VMO will direct the care of the animal(s) | 

: involved, including decisions regarding euthanasia and/or medical care. 

: If the RASS chairperson has a conflict of interest regarding a concern (i.e. target of the 

: complaint), the MCD will appoint another individual as Acting Chairperson to conduct 

: RASS business in regard to reviewing the concern. The Acting Chairperson can be within 

: or outside the membership of the RASS. 

: Review of the policy by the RASS occurs during semi-annual program reviews or at least 

annually, and receives updates as needed. Copies of the policy are throughout the animal 

tacility, animal research areas, and research administrative offices, and include contact 

‘ information and specific instructions regarding how to report a concern. Additionally, a 

; letterbox is available for written concems. OO  eeeeececeee 

4. Disaster Planning and Emergency Preparedness [Guide p. 35] 

Briefly describe the plan for responding to a disaster potentially impacting the animal 

care and use program: 

* Identify those institutional components and personnel which would participate in 
the response. 

» Briefly describe provisions for addressing animal needs and minimizing impact to 
animal welfare. 

Nofe: A copy of disaster plan{s} impacting the animal care and use program must be 

available for review by the site visitors. 


: A disaster plan that addresses the needs of both personnel and animals is in place. The 
disaster plan addresses triage procedures, emergency/life support services, preservation of 
irreplaceable animals, animal euthanasia if necessary, essential personnel, and disaster 

! response training. ‘The RASS and the Robley Rex VAMC approve the animal facility plan, : 
: and it is a component of the overall disaster plan for the Medical Center. First responders: 
: receive a copy. 

: Key animal facility personnel (e.g., the Attending Veterinarian and the VMU husbandry 
: staff) are included among the official responders are the main contacts in emergencies that | 
‘ involve animals. 
Since there are currently no animals that are irreplaceable, in the event of a catastrophic 

! emergency, animals receive humane euthanasia. ‘The VMU has two separate air handling 

‘ units (one for the support areas, one for the animal housing rooms), plus four hack-up 
HVAC units in rooms 12-111-12-116. Thus, in the event of a main air handler unit, 

: animals can reside in the other side of the building or in a room with functional hack-up 
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ll. Animal Environment, Housing and Management 
Note: Complete each section including, where applicable, procedures performed in farm 
settings, field studies, aquatic environments, etc. 


A. Animal Environment 
Note: Facility-specific details regarding mechanical system construction and operation is 
requested in Section IV.B.5. and Appendix 11; current (measured within the last 12 
months), detailed (by room) performance data must also be provided as indicated in 
Appendix 11. 


1. Temperature and Humidity [Guide, pp. 43-45] 

a. Describe the methods and frequencies of assessing, monitoring, and 
documenting that animal room or housing area temperature and humidity is 
appropriate for each species. 

Note: lf preferred, this information may be provided in a Table or additional 
Appendix. 
Thermostats in three zones control the temperature in the animal rooms: Zone #1 
: Rooms 115 - 117; Zone #2-Rooms 113-114; and Zone #3-111,112. A fourth 
i thermostat zone (Zone #4-8) controls the temperature in support areas, procedure 
i rooms, and the corridors. Rooms for rodents are maintained at an average temperature : 
: of 72-75°F. Additionally, backup rooftop heating and air conditioning units and room 
i humidifiers supply four animal housing rooms (Rooms[(b)5) in the case of main : 
| unit failure. Backup HVAC units (4) provide clectric heat, AC, and room ventilation. 
‘ Units turn on if triggered by high or low temperature sct-points. Enginecring Service 
: provides maintenance on all TYVAC systems semi-annually, and includes inspection of 
i thermostats and replacement of filtcrs every 3-6 months. A telemetric environmental 
: Moriitoring system with sensors in animal and procedure rooms alerts the VMO and 
; Engineering Service by text alert and email is room temperature or humidity 
: parameters fall above or bclow the critical set points. The Engincering Service has 
! someone in the adjacent Boiler Plant facility 24 hours a day, where an engineer has 
' visual access to T/H readings and all HVAC systems in all outbuildings and the 
Seek aese HVAC VA engineers are on call outstde regular working hours for 
“emergencies. The VMO can also call the Boiler Plant to alert the enginecr, or request ! 
"that the HVAC engincer on call respond. There is also a visual alarm cutside the VMU : 
: because of by high temperatures in the corridors and/or support areas, which alerts both : 
: VA Security and Engineering Services. 
| Provision of humidity control 1 is indirectly through oe HVAC system, by a stcam bar 
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b. List, by species, set-points and daily fluctuations considered acceptable for 
animal hojding room temperature and relative humidity.. 
Note: \f preferred, this information may be provided in a Table or additional 
Appendix. [Guide, pp. 44 and 139-140] 
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7255 F RH 50-60% 

' Rats - Temperature set-points 65°-78° F*; RH ~ 30-60%; average daily temperature is 
| 72°F: RH 50-60% 

i *Note-these set-points were selected for the alert system; if temperatures are outside 
is range, the alert syste described above is activated so me immediate remedial 
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c. Temperature set-points in animal housing rooms and/or environmental conditions 
are often outside of the species-specific thermoneutral zone. Describe the 
process for enabling behavioral thermoregulation (e.g., nesting material, shelter, 
etc.) or other means used to ensure that animals can control their 
thermoregulatory environment. Include a description of IACUC/OB approved 
exceptions, if applicable. [Guide, p. 43} 

: Temperature set points in animal housing rooms are rarely outside the specics-specific : 
: thermo-neutral zone. However, “Nestlet’s” and/or other nesting materials provided for } 
i mice and Enviro-dry nesting material provided for rats for burrowing help control their : 
: thermoregulatory cnvironment. 
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2. Ventilation and Air Quality [Guide, pp. 45-47] 


a. Describe the methods and frequencies of assessing, monitoring, and 
documenting the animal room ventilation rates and pressure gradients (with 
respect to adjacent areas). 

Nofe: lf preferred, this information may be provided in a Table or additional 
Appendix. 

; Engineering Service tests animal room ventilation rates with an anemometer at least on : 
; a triennial basis. Animal rooms, rodent procedure rooms, and the cage wash are at 
: negative pressure relative to the corridor. ‘he RASS checks pressure gradients semi- 

: annually and verified by Engincering Service at least on a triennial basis using the 

: flame test. 
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b. Describe ventilation aspects of any special primary enclosures using forced 
ventilation. 
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‘ support areas is rooftop mounted provide 100% fresh air and exhausts 100% to the 

‘ outside of the building. Room air receives pre-filtration al 35% clficiency and passes 
| through an afier filter at 95% efficiency for exhaust. Engineering Service replaces pre- : 
' filters and after-filters every 3 months. Ventilation systems maintain 10-15 roomair 
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c. If any supply air used in a room or primary enclosure is recycled, describe the 
percent and source of the air and how gaseous and particulate contaminants are 
removed. 
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. Life Support Systems for Aquatic Species [Guide, pp. 84-87] 


a. Provide a general description of institutional requirements for enclosures using 
water as the primary environmental medium for a species {e.g., aquatics). 
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b. Provide a general description of overall system(s) design, housing densities, and 
water treatment, maintenance, and quality assurance that are used to ensure 
species appropriateness. 

Note: Facility-specific tank design and parameter monitoring frequencies should 
be summarized in Appendix 12 (Aquatic Systems Summary). 
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. Noise and Vibration [Guide, pp. 49-50] 


Describe facility design features and other methods used to control, reduce, or 
prevent excessive noise and vibration in the animal facility. 


: The cage washing facilities are located behind double doors that block the noise from the 
: cage wasber when closed. Walls located between cage washing and animal housing areas 
: are composed of concrete masonry units (CMU’s), and steel doors are fitted with door 

: swecpers to minimize the transmission of noisc. These “air locks” provide considerable 

: noise reduction. Noise associated with caging and other equipment is minimal since all 

‘ transport caris have rubber casters. Husbandry and rescarch personnel perform their dutics 
t as quietly as possible. Cage wash and waste disposal units incorporate new technology to 

: minimize noise, and both sets of doors remain closed during operation. Additionally, the | 
: VMU tested negative for ultrasonic vibrations from motion detectors, light cycle timers, or 
: environmental sensors. 
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B. Animal Housing (all terrestrial, flighted, and aquatic species) 


1. Primary Enclosures 
Note: A description of primary enclosures used (e.g., cages (conventional, 
individually-ventilated cage systems {IVCS), etc.), pens, stalls, pastures, aviaries, 
tanks} should be included in Appendix 13. 


a. 


Describe considerations, performance criteria and guiding documents (e.g. 
Guide, Ag Guide, ETS 123 and/or other applicable standards) used by the 
IACUC/OB to verify adequacy of space provided for ail research animals, 
including traditional laboratory animal species, agricultural animals, aquatic 
species, and wildlife when reviewing biomedical, field and agricultural research 
studies. 
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care densities appropriate for primary enclosures used in the VA animal care and 

! use program. Cages allow for normal physiologic functions such as the maintenance of : 
: body temperature, provide adequate space for normal movement with postural 

: adjustments, and allow for animal observation with minimal disturbance. Enclosures 
: are free of edges or projections that could cause injury or entrapment and provide a 
' secure environment that prevents escape. Rodents are in IIEPA-filtered [VCS housing, | 
equipped w with aaa -temperature resistant polycarbonate cages with micro-isolatur- 
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. Describe space exceptions to the guiding documents (Guide, Ag Guide, ETS 


123, and/or applicable standards}, indicating the references, considerations and 
performance criteria used {e.g., by the IACUC/OB) to verify adequacy of space 
provided for all animal species covered by the program. [Guide, pp. 55-63] 
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2. Environmental Enrichment, Social, and Behavioral Management [Guice, pp. 52- 
55; 63-65: Ag Guide, Chapter 4] 


a. 


Environmental Enrichment 


i. Describe the structural elements of the environment of primary enclosures 
that may enhance the well-being of animals housed (e.g., resting boards, 
privacy areas, shelves/perches, swings, hammocks). 
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b. 


d. 


\ 

ii. Describe nonstructural provisions to encourage animals to exhibit species 
typical activity patterns {e.g., exercise, gnawing, access to pens, opportunity 
for exploration, control over environment, foraging, denning, burrowing, 
nesting materials, toys/manipulanda, browsing, grazing, rooting, climbing). 
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Social Environment [Guide, p. 64] 


i. Describe institutional expectations or strategies for social housing of animals. 
' Social housing of animals is mandatory, unless scientifically justified inthe = 
ACORP and subsequently approved by the RASS. The most common reasons for 
i singe housing rodents other than experimental requirements are breeding, attrition, 
' or veterinary issucs. 


lan aoenm woe eet Le ee ee kee 


ii.. Describe exceptions to these expectations (e.g., veterinary care, social 
incompatibility} and other typical justification approved by the IACUC/OB for 
housing animals individually. 
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iii. Describe steps taken with isolated or individually housed animals to 
compensate for the absence of other animals {interaction with humans, 
environmental enrichment, étc.). 

‘ Single housing of rodents for experimental requirements, breeding, attrition, or 
| veterinary issucs usually occurs for short periods and receive extra enrichment. 
i Cage placement is in near proximity to other cages of animals. 

Enrichment, Social and Behavioral Management Program Review [Guide, 

pp. 58, 69] 

Describe how enrichment programs and exceptions to social housing of social 

species are regularly reviewed to ensure that they are beneficial to animal! weil- 

being and consistent with the goals of animal use. 

' The use/provision of enrichment is a question in cach ACORP and complies with the | 

: RASS policy concerning enrichment. Thus, any exceptions to social housing receive 


Procedural Habituation and Training of Animals [Guide, pp. 64-65] 
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Describe how animals are habituated to routine husbandry or experimental 
procedures, when possible, to assist animals to better cope with their 
environment by reducing stress associated with novel procedures or people. 
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| Timed pregnant female rats are usually ea to arrive at least 3 i prior to ds 

: date. They are initially on a separate rack, if possible, or at least a separate shelf to 

: reduce stress. For the most part, a single primary provider performs daily husbandry 

! tasks and cage changes, and only o onc of three alternate scicaiioa technicians perform 
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e. Sheltered or Outdoor Housing [Guide, pp. 54-55] 
i. Describe the environment (e.g., barn, corral, pasture, field enclosure, flight 
cage, pond, or island). 
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ii. Describe methods used to protect animals from weather extremes, predators, 
and escape (windbreaks, shelters, shaded areas, areas with forced 
ventilation, heat radiating structures, access to conditioned spaces, etc.). 
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iti. Describe protective or escape mechanisms for submissive animals, how 
access to food and water is assured, provisions for enrichment, and efforts to 
group compatible animals. 
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f. Naturalistic Environments [Guide, p. 55] 


i. Describe types of naturalistic environments (forests, islands} and how animals 
are monitored for animal well-being (e.g., overall health, protection from 
predation). 
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C. Animal Facility Management 


1. Husbandry 
a. Food [Guide, pp. 65-67] 


i. List type and source of food stuffs. 
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ii. Describe feed storage facilities, noting temperature, relative humidity, and 
vermin control measures, and container (e.g., bag) handfing practices, for 
each of the following: 


FO DORA ASO NG WERE AORN ROR ARS EEE AED a th A Weare RMA Ye ne 


» vendors (if more than one source, describe each) 
e centralized or bulk food storage facilities if applicable 
e animal facility or vivarium feed storage rooms 

e storage containers within animal holding rooms 


L 
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: Envigo Inc, is an independent manufacturer and distributor of laboratory animal 
| feeds, The vendor manages inventories such that warehouse storage is minimal. 
i Warehouses are windowless concrete, cinder block structures that provide a well- 
: ventilated, dust-free environment, and temperature is at 70° F (+/- 2°F). Food is 
! stored on plastic or fiberglass pallets placed 18” from the wall. 
: Operating procedures and quality control measures employed by Envigo Inc. 
: include careful attention to sanitation and warehouse design. No chemical means of 
} inseet or vermin control occurs within the facility. The foundation of the vermin 
‘{ control program is sanitation, combined with careful temperature and humidity 
control, proper stock rotation, and careful, frequent observation. Surfaces are 
; Sealed, and floors are marked with an 18” wide sanitation stripe to aid in visual 
: inspection of cleanliness. Cleaning of delivery vehicles with a chlorine dioxide- 
: ! based disinfectant after every use. The entire storage facility is climate-controlled 
: such that temperature never exceeds 70°F, and relative humidity does not exceed 
: 55%. Temperature and humidity are monitored and recorded daily. Glue boards and | 
: pheromone traps throughout the warehouse provide internal vermin control. A 
; vermin control contractor inspects the facilities once a month. 
; Feed storage within the animal facility is cither in the feed/bedding storage room or 
} ina refrigerator dedicated for food storage. There is no bulk storage of food. 
: Food storage in animal rooms is at a minimum and the supply is enough for about 
! two weeks. Food required for daily use in animal rooms is stored in its original bag 
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iii. Describe special food preparation areas, such as feedmills and locations 


- 


where special diets are formulated, if applicable. Include in the description 
sanitation and personnel safety practices (noting that respiratory protection is 
described in Section 2.1.A.2.b. ii. Standard Working Conditions and Baseline 
Precautions above). 
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iv. Describe how food is provided to various species (ad fibifum, limited amounis, 


types of feeders). 


; Rodent feed is in wire-bar food hopper in the IVCS and is ad libitum. Exceptions 
! occur for some animals that may have difficulty retrieving pellets from the feeders, 


‘ like weanlings, when feed is on the cage floor. 
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. Describe special food quality control procedures including procedures for 


rotating stock, monitoring milling dates, nutritional quality, bio load, chemical 
contaminants, etc. 


: Laboratory animal food delivery to the VA is regular in small amounts, and since 
! : delivery is within one weck, there is assurance of rapid turnover of feed. Food 
| delivery occurs at the VA VMU, Building 12 delivery dock. Food is stored on 

: mobile racks and/or fiberglass pallets and rotation of stock occurs as new stock 

: atrives. Husbandry staff closely monitor milling dates on bags of feed, and discard 
: food over 180 days beyond the milling date. The VA relics on the quality assurance 
: statement provided by the manufacturer of cach food item. However, rejection or 

* return of food occurs if there are problems in the appearance of the bag, the mill 

: date and/or the food. 
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b. Drinking Water (Guide, pp. 67-68] 


Describe the water source, treatment or purification process, and how it is 
provided to the animals (e.g., bowls, bottles with sipper tubes, automatic 
watering, troughs, ponds, streams). 

! The VA receives treated and purified water from the Louisvilic Water Company. 
: Water botiles are filled and autoclaved prior to usc. For therapeutic purposes, 

: transportation, or cmergencics, rodents may also use water in a gel form (“NAPA 
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ii. Describe methods of quality control, including monitoring for contaminants. 
: The Louisville Water Company maintains current water quality reports on its 
‘ website. The VMO routinely reviews the analyses. Filled water bottles are 
‘ autoclaved prior to usc, and function of the autoclave verified by test strips 
: included in each lad. Additionally, assessment of water for microbial 
! contamination via ATP analyses is available as a further method of monitoring 
: sterlization. 
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iii. If automatic water delivery systems are used, describe how they are 
maintained and sanitized. 
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c. Bedding and Nesting Materials [Guide, pp. 68-69] - 


i. Describe type(s} and how used for various species. 

' irradiated shredded comeob particles, 4-inch (“Bed-O’Cobs®, The Anderson Co)! 
‘ serves as the contact bedding for rodents housed in polycarbonate cages. Crinkled : 
: re-cycled paper (“Enviro-dri”) is routine cnrichment/nesting material for rats. 
: “Nestlets” are routine enrichment provided for mice. — 
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ii. Describe bulk bedding storage facilities, if applicable, including vermin control 
measures. ; 
' Bedding and enrichment materials arc stored within the VMU in Room 12-107. 
‘ Vermin control measures for these arcas are the same as those described for the 
| feed storage areas, include the use of insect traps, and close monitoring by 
: contracted husbandry personnel. 
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' Bedding quality control is similar to that described for feed. Bags of irradiated 

' bedding purchased from reliable vendors (Envigo Inc.) are stored in a designated 
: room on stainless steel racks. Ordering and storage of smal] quantities at the VA 
: VMU ensures rapid turnover of stock. Rotation of bags ensures usage of older 

| bedding before using more recently purchased supplies. 


d. Miscellaneous Animal Care and Use Equipment 


i. Describe motorized vehicles and other equipment {e.g., trailers} used for 
transporting animals, noting the type and how the cargo compartment is 
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environmentally controlled, if appiicable. 
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ii. Describe other animal care related equipment used in the animal care 


program (specialized equipment for exercise or enrichment, high pressure 
sprayers, vacuum cleaners, tractors, trailers, spreaders, etc.). 
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e. Sanitation [Guide, pp. 69-73] 


Bedding/Substrate Change 


1) Describe frequency of contact and nen-contact bedding change fer each 
species and enciosure type (solid-bottom or suspended) or pen. 
' Change of contact bedding for mice and rats on ICVS racks occurs every two 
i weeks. Yor any animals that may have medical or experimental conditions 
that require more frequent cage changes, change of bedding occurs weekly, or 
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2} Describe any IACUC/OB approved exceptions to frequencies 
recommended in the Guide or applicable regulations and the criteria used 
to justify those exceptions. 
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3) Note the location where soiled bedding is removed from the 
cages/enclosures and where clean bedding is placed into the 
cages/enclosures. 

: Soiled rodent cages from the hood on sanitized stainless steel carts, are covered, | 

: and transported to the cage wash, Soiled bedding and unused food ; 

: dumped into a filtered, down draft waste management system into receptacles, 

: which contain heavy plastic bags for disposal. After cages are loaded into the 

} cage washer, sanitization of the surfaces of the waste management system and 

: carts is with a spray of dilute quaternary ammonia solulion. Clean bedding 

! placed in cages in the clean cage storage room, fbw5) | for future use. Prepared } 

cages are on a clean cart in the clean cage room and covered with aciean nylon | 

, COVET. 
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ii, Cleaning and Disinfection of the Micro- and Macro-Environments 
Note: A description of the washing/sanitizing frequency, methods, and 
equipment used should be included in Appendix 14 (Cleaning and 
Disinfection of the Micro- and Macro-Environment) and Appendix 15 
(Facilities and Equipment for Sanitizing Materials). 


1} Describe any IACUC/OB approved exceptions to the Guide {or applicable 
regulations} recommended sanitation intervals. 
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2} Assessing the Effectiveness of Sanitation and Mechanical Washer 
Function 


a} Describe how the effectiveness of sanitation procedures is monitored 
(e.g., water temperature monitoring, microbiological monitoring, visual 
inspections). 

‘The VMU cabinet cage washer operates with a guaranteed rinse 
: temperature of 180°F. Washers are also pre-set to deliver detergent 
: solutions. ‘Temperature-sensitive test strips used in each wash load verify 
: the wash temperature and the effectiveness of the cach cycle. After 
| exposure, strips attached to cage wash record document that rinse water 
| temperature reached or exceeded 180°F. ‘The amount of washer detergent in 
i the solution dispenses automatically and adjusts according to electrical 
; conductivity measurements taken during cach washer load. Conductivity, 
i which serves as a measure of detergent concentration, also determimes cach 
i rinse cycle, Visible debris and/or failure to reach adequate rinse 
i temperature prompts an additional wash cycle and/or cage washer . 
i maintenance. Additional surveillance with microbiological monitoring for 
| bacteria by ATP detection periodically on cages and accessories alter 
| washing provides proof of sanitization. Similarly, effectiveness of room 
| Sanitation and equipment sanitized by hand, such as cage racks, is by ATP 

: detection done periodically or at least once a quarter. 
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‘ ‘The mechanical washer inspection occurs at least bi-weekly at the time of 
: cage washing by husbandry staff for proper function. The VA Enginecring 
| Service performs preventive maintenance and repairs. 
f. Conventional Waste Disposal [Guide, pp. 73-74] 
Describe the handling, storage, method and frequency of disposal, and final 
disposal location for each of the following: 
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i. Soiled bedding and refuse. 
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: Soiled ae cages from the hood on sanitized stainless steel carts, are eaveed: 
' and transporicd to the cage wash, |{(b}(5)_| Soiled bedding and unused food dumped : 
; into a Filtered, down draft waste management system into receptacles, which 
: contain heavy plastic bags for disposal. Bags are in covered waste bins outside the } 
: building the day cages are changed. The VA Environmental Management Service 
: disposes of soiled bedding, discarded food, and related refuse, twice weekly or 
:moreofilenifneeded. eee ; 
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: Animal carcasses in large black waste bags in a dedicated chest freezer are 
: transported to UL affiliate carcass cooler and incinerated as medical waste by Steris | 


g- Pest Contral [Guide, p. 74] 


i. Describe the program for monitoring and controlling pests (insects, rodenis, 
predators, etc.). Include a description of: 
e monitoring devices and the frequency with which devices are checked 
*« control agent(s) used and where applied, and 
s who oversees the program, monitors devices, and/or applies the 
agent{s). 
: The VA Hospital contracts for monthly pest control with Bugs Or Us, Mount 
: Washington, Kentucky. They spray the perimeter of the building and outside door 
‘ and window perimeters with Deliamexathrim, and place locking bait stations with 
: Bromodiolone for feral vermin around the outside perimeter of the VMU. The VA : 
: Enginecring Service oversees this application. Usage of small adhesive traps for 
; insects in at other areas is routine and ee at least weekly by the VA YMU 
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ii. Describe the use of natural predators {e.g., barn cats) or guard animals (e.g., 
dogs, donkeys) used for pest and predator control, if applicable. 
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fli. Note how animal users are informed of pesticide use and how animal users 
may opt out of such use in specific areas. 
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h. Weekend and Holiday Animal Care [Guide, pp. 74-75] 


i. Describe procedures for providing weekend and holiday care. Indicate who 
(regular animal care staff, students, part-time staff, etc.) provides and 
oversees care and what procedures are performed. 
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' Primarily by one technician performs routine duties, or by three additional RRF 

‘ husbandry staff, including the UI. RRF Husbandry Supervisor. This allows a 

‘ rotating schedule to ensure coverage. The regular work schedule minimizes the 

: amount of care required on weekends and/or holidays, however technicians must 

: perform scheduled feeding, watering, cleaning tasks, animal observation and 

: census, and record environmental data daily. The VMO, or emergency care back- 
‘ up veterinarian, is on call at all times to provide veterinary assistance with any 

! cases that arise during weekends or holidays. Investigators performing procedures 


ee eee ea ee eee ee . 
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x ii. Indicate qualifications of weekend/holiday staff if not regular staff. 
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iii. Describe procedures for contacting responsible animal care and/or veterinary 
personnel in case of an emergency. 


: Conspicuously placed signs throughout the VMU and all research areas provide 
i emergency contact phone numbers (office, cell, and home) for all research 

‘ personnel, and continuously updated by the VA R&D Service. Other critical 

; contact numbers, such as VA Engineering Service and VA Police/Security are 

: throughout the VMU, both for regular business hours and emergencics. 

: Engineering and Security staffs maintain an on call schedule for after hours, 
: weekends, and holidays. Pls and the VMO are accessible by contact phone 
numbers listed (cell, home and email). The cell phone numbers for the UL 

: Husbandry Supervisor for the VA, and the backup attending veterinarian are 


readily available on postings. 
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2. Population Management [Guide, pp. 75-77] 


a. Identification 
Describe animal identification methods for each species (e.g., microchips, 
cage/tank cards, collars, leg bands, tattoo, ear tags, brands). 
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: cards include the VA protocol number, PI’s name, animal source, species/strain, age or : 
: weight, sex, date of arrival, and any special care instructions. Usage of other means of 
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' identification (toc or tail latioo, ear tags) occurs occasionally but does not replace the 
feage card, 
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. Breeding, Genetics, and Nomenclature 


. Describe the program for advising investigators on the selection of animals 
based on genetic characteristics. 


| There has been a rapid expansion in the use of transgenic animals at the VA VMU 

‘ over the past several years. Because of the varicty and number of transgenic 

‘ animals produced, it is incumbent on investigators to remain abreast of the animal 

‘ models used in their area of research. The VMO provides consultation to 

: investi gators during the mandatory veterinary pre-review of all ACORPs, regarding 

the availability of various animal models and the special care that they may require. 
The ACORP also spccifically addresses the use of transgenic rodents, the potential 


: for abnormal phenotypes, as well as the use of other animal or nen-animal 


: alternative models. 
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ii. Describe the program for advising investigators on using standardized 
nomenclature to ensure proper reporting of the identification of the research 
animals with regard to both the strain and substrain or the genetic 
background of all animals used in a study. 

: Pls must use proper nomenclature for animal identification when a project is : 
proposed and cach time animals are ordcred. Identification and justification for usc 
: of specific strains is in the ACORP. The VMO is available for consultation on 
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: standard nomenclature. Texthooks and copies of articles describing standard 
: nomenclature, such as “Standardized Nomenclature for Transgenic Animals” 
: (ILAR News 34:4, 45-52, 1992), and “Rules and Guidelines for Genetic 


‘ Nomenclature in Mice” (Mouse Genome 92:2, 1994 and 1996 revisions), are also 
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iii, Describe genetic management techniques used to assess and maintain 
genetic variability and authenticity of breeding colonies, including 
recordkeeping practices (Guide, pp. 75-76). 
| All of the genetically engincered ‘mouse strains have received characterization prior 
‘ to acquisition. ‘Two breeding colonies are in the YMU. The full-time husbandry | 
! technician manages the colony based on the requests from the PI. Breeding stock is } 

: continually refreshed and tail snips genotyped to verify that genctic drift has not 

: occurred. The husbandry technician also keeps meticulous breeding records to 

‘ ensure genctic variability and authenticity. 
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iv. For newly generated genotypes, describe how animais are monitored to 
detect phenotypes that may negatively impact health and well-being. Note 
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- that the methods used to report unexpected phenotypes to the IACUC/OB 

should be described in section 2.1.B.1.c.ii, “Unexpected Outcomes that Affect 
Animal Well-Being.” 
: The VA ACORP addresses responses and interventions for phenotypic traits 

: affecting animal health and welfare. On rare occasions when the phenotype may be 
unknown, the RASS may request additional monitoring and feedback. Historically, 

: ; the RASS has relied on the close communication and interaction between the PI 

! and the VMO to identify, interpret, and mitigate unexpected outcomes. Quarterly 
MMR reports by the VMO at RASS meetings also would alert the RASS in the 
i event of adverse events due to genotype. 


lil. Veterinary Care [Guide, pp. 105-132] 
Note: Complete each section, including, where apitesnie procedures performed in farm 
settings, field studies, aquatic environments, etc. 


A. Animal Procurement and Transportation [Guide, pp. 106-109; Ag Guide, pp. 8; 45; 
50-57] 
1. Animal Procurement 
Describe the method for evaluating the quality of animals supplied to the institution 
(from commercial vendors, other institutions, etc.). 


/ ; Rodents {mice and rats) are primarily purchased from major commercial vendors (Envigo 
‘ Inc., Jackson Laboratories, Charles River Laboratories), who adhere to meticulous 
} standards of production and health care. Only certified vendors for production of SPF 
; laboratory rodents are used. Health monitoring reports, including special health update 
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2. Transportation of Animals 
Describe how animals are transported between outside sources and the institution 
and within the institution, including loading, unloading, level of biosecurity, immune 
status and specific pathogen status (consider all species, including aquatic and 
semi-aquatic species). 
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! or by airfreight. Transportation of rodents within the animal facility are in plastic [VCs 
complete with wire-bar lids and micro-isolator tops. The VMO provides guidance for 
' rodent transportation outside the animal facilities. Generally, transportation of rodents are 
: in home cages or within plastic transport boxes with filtered vents. An opaque plastic bag } 
or an opaque cloth transport cover covers the entire unit. Cages are generally hand carried. | 
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B. Preventive Medicine 
1. Animal Biosecurity [Guide, pp. 109-110] 


a. Describe methods used to monitor for known or unknown infectious agents. Note 
that if sentinel animals are used, specific information regarding that program ts fo 
be provided below. 
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: sources, b) vivarium construction and maintenance, c) limiting personnel access to 

: vivarium and animals, d) husbandry practices designed to inhibit the animal-to-animal 

‘ transfer of infectious agents, e} oversight of test articles used in animals, and f) limiting 
traffic of animals outside dedicated animal facilities. Daily observation of animals 

: plays a pivotal role in infectious disease surveillance. For rodents, a preventive health 
program uses sentinel animals bedded with soiled bedding from colony animals for 

; serologic and PCR screening for rodent pathogens and parasites. Submission of Opti- 

: spots for basic to comprehensive serologic screening for rodent pathogens and fecal 

: pellets for PCR parasitology is routine. Environmental screening of [VCS exhaust 

' plenums for rodent pathogens and parasiies by PCR testing of swab samples is 
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minimize transfer of animals to other spaces. Disposable PPE provided for all 

: personnel when entering animal rooms includes gowns, shoe covers, and gloves. All 

‘ rodents housing is in [VCS, which provides effective isolation of animals, should an 

‘ outbreak of an infectious agent occur. Cage changes occur in change out hoods 

! dedicated for specific room use only. Animal separation by room for containment is 

‘ also possible. In this scenario, strict order of entry and change/disposal of PPE occurs 


: until agent confirmation and treatment or elimination completed. Ideally, culling of 
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2. Quarantine and Stabilization [Guide, pp. 110-111] 


a. Describe the initial animal evaluation procedures for each species. 
: Vendor shipping cartons used for rodents receive examination for structural damage 
: and cleanliness in the designated receiving area in the VMU. Cartons receive a light 
| spray with a disinfectant solution, and then opened and examined outside the animal 
' room for clinical signs of disease and for overall general condition. Evidence of 
' adequate food, water. and bedding is also noted. Any abnormal or unusual findings 
i nofed warrant an immediate report immediately to the VMO. 
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b. Describe quarantine facilities and procedures for each species. Fer each 
species, indicate whether these practices are used for purpose-bred animals, 
random-source animals, or both. 
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pathogen-free (SPF) animals do not require quarantine. However, newly received 
animals or quarantined animals housed in IVCS, are in a separate room that is last in 
the order of entry. 
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c. Describe the required/recommended stabilization period for each species. 
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: For rodents purchased from certified vendors with stable genctic ‘backgrounds, | 
: investigators are strongly encouraged to allow at least a 3-5 day acclimation period 
before using animals in experimental studies to minimize Variation. Timed pregnant 
: dams and other animals used for acute surgeries or tissue collection only do not require : 
: a stabilization period. 
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3. Separation by Health Status and Species [Guide, pp. 111-112] 


a. Describe the program for the separation of animais by species, source, and 
health status. [f the animals in different status are not maintained separately, 
describe circumstances in which mixing occurs and explain the rationale for 
mixing. 
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b. Describe situations where multiple species may be housed in the same room, 
area, or enclosure. 
se Y he only situation when this may ‘occur would be in the event of a ‘sy stem HVAC | 
"failure and the failure of two or more of the backup HVAC units. In this isolated 
: scenario, {YCS with rats and/or mice may be temporarily in the same room. 


c. Describe isolation procedures and related facilities for animals. 
Rodents showing signs of clinical disease receive cxamination by the VMO, and after 
consultation with the investigator, follows a decision for treatment, continued 
observation or euthanasia. If a contagious agent is suspect, the entire room is under 
isolation and special husbandry practices implemented immediately (last order of entry, : 

: additional PPE, bagging of cages, potential autoclaving cages out/in). Additionally, 

: use of colony animals or cohort sentinels for additional testing may occur. 
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C. Clinical Care and Management [Guide, pp. 112-115] 
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1. Surveillance, Diagnosis, Treatment and Control of Disease [Guide, pp. 112-113] 


Describe the procedure({s) for daily observation of animals for illness or abnormal 
behavior, including: 
e the observers’ training for this responsibility 
e method{s) for reporting observations (written or verbal} 
e method(s) for ensuring that reported cases are appropriately managed in a 
timely manner. 
iT he UT. Husbandry staff, : research staff, and the VMO are responsible for managing 
‘and administering the animal disease surveillance program. Animal husbandry 
! technicians and research staff receive both web based and “hands on” training in the 
recognition of signs of animal illness and abnormal behavior in rodents and are 
responsible for daily observation of animals. ‘The primary husbandry provider is ALAT 
i certified, and the UL husbandry supervisor is ALATG certified. All members of the 
: husbandry staff serving the VA have worked with laboratory rodents for many years 
‘ and are well qualified to recognize abnormal behavior and/or signs of illness. The Pls 
‘ and their staff, and the VMO also have collective experience of over 30 years of 
‘ working with laboratory rodents, and are skilled in the recognition of abnormal 
: behavior and/or illness, Abnormalities reported to the YMO and noted on the cage 
i card and/or a Veterinary Care card include initial observations and follow-up treatment. 
The husbandry technician or research staff send an email, cell phone cail, or text 
t notif cation to the VMO. The VMO observes the animal within the same working day, 
: unless an emergency, in which case, the animal(s} receive examination as soon as 
: possible. Urgent cases requiring quire immediate attention, warrant contacting the 
| VMO and/or PI by cell phone. The VMO may contact the PI via cell phone, email, 
‘ and/or personal meeting within one working day. Reports of rodent morbidities and 
; mortalities made quarterly to the RASS by the VMO are part of the agenda and in the 
: RASS minutes. 
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. Describe methods of communication between the animal care staff and 


veterinary staff and the researcher(s) regarding ill animais. 
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apes report their fading: to the VMO by email, text, cell phone, or personal 
i interaction. {lusbandry staff or other personnel, if needed, via emergency phone 
; numbers posted in the VMU, may contact the PI. The VMO communicates directly 
' with the PI by email, phone, or personal interaction. Observations arc on a yellow 
: Veterinary Care cage cards, made initially by animal care staff, and thereafter by the 
: VMO. 
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. Describe the preventive medicine and health management/monitoring programs 


(e.g., physical examination, TB testing, vaccination, hooffnail trimming, teeth 
cleaning/oating, vendor surveillance, use of sentinel animals) for each species. 
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monitoring program utilizing a soiled bedding transfer system. The system utilizes 

i naive sentinel animals obtained from a certified rodent vendar. 

' For mice, two-three sentinel animals co-houscd on the bottom shelf of an occupied 

‘ rack based on cage density in mouse housing rooms. At the end of each six-month test 
! period, IDEXX Laberatories test blood samples (Opti-spot) from sentinel animals 
! (Opti-spot) for rodent pathogens and fecal pellets for parasites by PCR technology. 
: Periodic environmental testing via PCR testing for redent pathogens may augment 
‘ testing. The remaining onc or two sentinels may be used for follow-up for positive or 

: equivocal findings. However, if all results are negative, VMU staff humanely euthanize 
: the sentinels after the 6-8 week old sentinel animals arrive. Pathogens tested for are 
included in a Basie or Comprehensive-plus panel or equivalent panel by JOEXX 

: Laboratories. Approximately 30% of sentinel samples are positive for Murine 
i Norovirus (MNV), which currently serves as a positive control for correct sentinel 
' bedding technique. 
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2. Emergency Care [Guide, p. 114] 


a. 


Describe the procedures to ensure that emergency veterinary care is 

continuously available for animals during and outside of regular work hours, 

including access to drugs or other therapeutics and equipment. 

: The VMO or the alternate attending veterinarian, and all Pl/laboratory managers are 
: available by cell phone, texting, telephone, or c-mail during regular business hours and : 

: for emergencies after hours and on weekends and holidays. Posted contact information : 

i is conspicuous in the VMU, all VA research areas, Boiler Plant, and VA Security 

+ stations. Routine communication ensures that the VMO and the PI or designate are 

! aware of emergency clinical cases. UL animal husbandry staff on call for emergency 

' husbandry at UL are alse on call for the VA. The main husbandry provider and the UL 

: Husbandry Supervisor are also available by cell phone, and are primarily responsible 

; for availability outside of regular work hours. Limited emergency rations and water 
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. Describe the authority of the Attending Veterinarian or his/her designee relative 


to the emergency treatment of animals in the program. 


: The VMO or alternate attending veterinarian makes every effort 10 contact a Pi before | 
: initiating clinical care. However, the VMO or alternate attending veterinarian retains 


i the authority to treat or cuthanize an animal in the event of emergency treatment of 
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3. Clinical Record Keeping (Guide, p. 115] 


a. 


Describe the procedure for maintaining medical records and documenting 
treatment of ill animals including: clinical laboratory findings, diagnoses, 


treatments, medical progress records, etc. Identify the species for which 
individual records are maintained and where such records are kept. 
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‘ ifany) meade on yellow Veterinary Care cage cards eo written record. The card: 
' also serves as the record for daily observations related to animal health until disposition : 
of the ase eee a record of morbiditics and mortalitics kept by the VMO 
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b. Identify individual(s) (titles, not necessarily names) responsibie for maintaining 
such records and identify where the records are maintained and who, including 
the IACUC/OB has access io the records. 
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‘ the eoncins agenda each gaan! and are recorded and reported in the satires of the 

: RASS meeting. The VMO maintains the hard copies of the Veterinary Care and MMR | 

‘ cards, The PI may also record clinical laboratory findings as data, recorded in 
laboratory notebooks or databases, and are subject to review by the RASS during semi- 


' annual inspections or upon request. 
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! VMO also cabanas a quarterly MMR report to the RASS for review as an ae item 
| for RASS review and determination if it reportable to VAORO. ! 
4, Diagnostic Resources. Describe available diagnostic methods used in the 
program including: 


a. [In-house diagnostic iaboratary capabilities. 
: The VMU Clinical laboratory is located in Room 12-122. The major piecesoF 
: equipment include a refrigerator’ freezer, a CO2 incubator, centrifuge, micro-centrifuge : 
| and a binocular microscope. There is a dedicated room for gross necropsy are available : 


! in house (12-106). Consultative clinical and pathology services by Dr. (b)\(6} 


: are also available. She has extensive experience with pathology and microbiology. 


? 
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b. Commercially provided diagnostic laboratory services. 
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a include [DEXX Laboratories, Socal Procedures Laboratory, Department of 
: Pathology, University of Louisville, and the Microbiology laboratory, University of 
‘ Louisville Hospital. 
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c. Necropsy facilities and histopathology capabilities. 
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' steel necropsy table, two CO2 ere equipped with flow meters, attachments for 
: euthanasia of rodents in their home cages, and an fume exhaust hood and fan mounted; 
i over the necropsy table. There is a central floor drain to facilitate sanitation. Tissue 
i for histopathology submitted to the Special Procedures Laboratory, Department of 
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5. Drug Storage and Control 


a. Describe the purchase and storage of controlled and non-controlled drugs. 
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| gequire, store, and use controlled drugs for veterinary use. The MCD and the VA 

: Hospital Pharmacy is responsible for establishing an adequate and comprehensive 

: system for controlled substances to ensure the safety and control of all inventory. The 

: system requires uniform and complete compliance with VHA policies on controlled 
oi i substances, establishes local written medical facility policies on the use and inspection 
t of controlled substances, and appoints a Controlled Substance Inspection Coordinator 
! (CSIC) responsible for the inspection program. 
‘ The VA Hospital Pharmacy purchases and distributes all see drugs used for VA 
: animal research. All controlled drugs are in double-locked narcotics storage boxes 
: secured to walls in dedicated rooms. There are twelve unannounced inspections per 
t year by VA appointed Controlled Substance Inspectors in all VA areas for scheduled i 
: drugs. These inspections include a physical inventory of on-hand balances, verification | 
t of supporting receipts, issue documentation, administration verification, and 
‘ identifications of excess or out-of-date stock. i 
{(DNE)__ assists Pls in obtaining their DEA registration and in obtaining non- 
‘ ; controlled drugs (e.g., from veterinary suppliers). The RASS also examines storage and 
: use of both controlled and non-controlled drugs during semi-annual inspections; 
/ however, the controlled substance audits performed by the VA Hospital are thorough 
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i Research employees that are DEA registrants comply with federal regulations 
t regarding controlled substances recordkeeping. The VA Hospital Pharmacy distributes } 
log forms with controlled drugs. The log forms include roe a bce of receipt of | 
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“ Records include verification of supporting receipts, issue documentation, 
: administration verification, and identification of excess or out-of-date stock for ; 
! disposal. ‘The CSIC prov ides instructions for proper disposal instructions. 
: In addition, the VA Research Service specific policy regarding use of controlled 
‘ substances includes: 
| (1} Regular review and documentation of use and balances of all controlled substances 
assigned to and/or used in their work area(s). 
: (2) Documenting and immediately reporting to their supervisor or the ACOS for R&D 
: or AO for R&D, in the supervisor's absence, any discrepancies involving the balance of 
‘ any controlled substance. 
: (3) Minor corrections involving mathematical calculations or in the ongoing 
: documentation does not need to be reported, as it is part of the regular review required 
under Paragraph 3.a. (1) above. 
ib. Immediate Supervisors for Research employces are responsible for notifying the 
: Research Office of any discrepancy, including all details and documentation. 
iC, The R&D Office is responsible 
: (1) For immediately notifying the Medical Center's Controlled Substance Inspections : 
: Coordinator and/or the Compliance Officer of any discrepancy. 
: (2) For complying, along with the Research employee and the Supervisor, with all 
: duties and requirements as determined by the Controlied Substance Inspections 
: Coordinator and/or Compliance Officer. 
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D. Surgery (Guide, pp. 115-123] 


1. Pre-Surgical Planning [Guide, p. 116] 
Describe the process(es) used to ensure adequate pre-surgical planning, including: 
identifying personnel; locating equipment, supplies, veterinary involvement for 
selecting analgesic and anesthetic agents and facilities; planning; and pre- and post- 
operative care, 
The VA ACORP includes a section for description of surgical procedures, including 
: location of procedure, anesthesia, and analgesia. Additionally, a Surgery Appendix 
| provides information that is more detailed. It includes a description of the procedure(s), 
: drugs used, and intra-operative and post-operative monitoring and care of animals. As part 
tof the ACORP, it reccives pre-review by the VMO prior to submission to the RASS for 
! review. Consultations include best practices, as well as any need for equipment or 
: technical assistance, Provision of didactic information is through web-bascd training 
: specifically addressing aseptic surgery, intra-operative and perioperative monitoring, and 
: anesthesia and analgesia considerations, via www.citiprogram.org, Successful completion 
: is required for ACORP approval. All ACORPs must reccive review and approved by the 
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2. Surgical Facilities [Guide, pp. 116-117, 144-145} 
List building name(s) and room number(s} or other locations (coded, if confidential} 
where surgical procedures are performed. For each, describe: 
e the type of species (including rodents, fish, agricultural species, etc.) 
« nature of procedure(s} (major/minarfemergency, survival and non-survival, 
etc.} 
e the amount of use [heavy (daily), moderate (weekly), or light] 
» major surgical support equipment available (gas anesthesia machines, 
respirators, surgical lights, etc.) 
e facilities for aseptic surgery, surgical support, animal preparation, surgeon's 
scrub, operating room, and postoperative recovery 
* construction features of the operating room(s), including interior surfaces, 
. ventilation, lighting, and fixed equipment used to support surgical procedures 
and other means of enhancing contamination control 


Note: If preferred, the information requested in this section may be provided in 
Table. 
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! (Building|(b } procedure rooms ((b)(5) | (b)(5) } and in Building (b)(5) |)- 
: Dedicated areas for surgeries is in each of these rooms and laboratories for surgica 
; procedures in rodents. 


: Building {(b)+ 12-112-No usage at this time. 
; Building (]- [fn5) |-Non-survival surgery 
: Support equipment in rodent surgical areas varies depending on the nature of the 
procedure, however, procedural rooms are supported by equipment for msirument 

: sterilization (steam autoclave, hot bead sterilizer), anesthesia (isoflurane gas anesthesia 
: machines with appropriate scavenging, clippers, and body temperature support systems for 
: inira-operative support. Mechanical ventilation is also available. Surgery for rodents must 
' occur in a space or area dedicated for that purpose and may be located in the VMU or a 

| laboratory space. Areas used for surgery are separate from dedicated spaces used tor 

‘ animal preparation. Conduct of surgical procedures receive special attention during RASS : 


3. Surgical Procedures [Guide, pp. 147-118] 


a. Describe the criteria used to differentiate major from minor survival surgery, 
including classification for certain procedures (e.g., laparoscopic technique). 
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: Major survival surgery is a surgical intervention that penetrates and exposes a body 
| cavity; any procedure that has the potential for inducing permanent physical or 
: physiologic impairment; and/or any procedure associated with orihopedics or extensive : 


18 


wee ee a ee es Pe ee ew ewe eww eo own ee 
PO a a ee see ete sens mmm me ene memes ene n nn nnn mnnn 


minor survival surgery include ae wound suturing, peripheral ect ! 
‘ cannulation, and percutaneous biopsy. The RASS recognizes that certain laparoscopic} 
‘ procedures may enter a body cavity and could require extensive tissue handling (e.g. 
okey ew) and therefore, it retains the see to categorize surgical 
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: Non-survival surgery in rodents is a surgical procedure during which animals areina | 
: surgical plane of anesthesia (absence of pedal reflex), and then are euthanized before , : 
: recovery from anesthesia. Practices for non-survival surgical procedures include ata: 


| minimum, a spniaisasty suEicel area, clipping and rinsing of the surgical site, clean lab 
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4, Aseptic Technique (Guide, pp. 118-119] 


a. Describe procedures, equipment, and protective clothing used for aseptic 
surgery. Include patient and surgeon preparation. 
: Rodent aseptic surgery ‘consists of ‘pre-anesthetic analgesia, pre-operative sedation, and 
: anesthesia, after which the animal may be intubated preparation of the surgical site for : 
: aseptic surgery. Preparation of the surgical site includes clipping and removing the 
' hair/fur and cleaning with a chlorhexidine or povidone-iodine surgical scrub, followed | 


: with a 70% isopropyl alcohol or sterile water rinse. Ancsthesia is continuous during 


| transfer of the animal to the dedicated surgical area. Surgeons prepare for surgery by; 
i donning a clean lab coat or scrubs, bonnet/cap (optional), mask and washing hands 
| prior to sterile gloving. When preparation is complete and prior to surgery, sterile 
| drapes cover the area around the surgical site. Sterile instruments are used to perform | 
i all survival surgery are panes ina and with a hot ae sterilizer, oo on} 
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b. Describe methods used to sterilize instruments and protective clothing, including 
a description of approved liquid sterilants and instrument exposure time(s} 
required for each, if applicable. 
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: Glass bead sterilizers are to re-sterilize instruments for multiple rodent surgeries, i 
: depending on the procedure. 
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d. Indicate how effectiveness of sterilization is monitored. 
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: The VMU provides and maintains dedicated rodent surgery and procedure spaces 

: within animal use and housing areas. Isoflurane vaporizers and any requisite 
equipment are also available for use, such as portable surgical lights, surgery tables, 
glass bead sterilizers, and a biosafety cabinet (BSLII). Placement of disposable gowns, 
' booties, gloves and surgical masks and/or clean scrubs arc inside facility entrance and 

' cach animal and support room. A large bulk autoclave is available in the VMU for 

' sterilizing surgical packs and other cquipment. Suriace disinfectants and cleaning 
i supplies are readily available. ; 
: Technical assistance with any aspect of procedural use of rodents is by the YMO or 

‘ other designated expert. 
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. Intraoperative Monitoring [Guide, p. 119] 


Describe monitoring and recording requirements for each species, including the type 
of record(s) maintained. Also note monitoring of anesthesia during non-survival 
procedures. 
' Careful monitoring of anesthetic depth and writien documentation that verifies the = 
: procedure, periods monitored, medications administered, including supplemental 

: anesthesia, and relevant observations regarding assessment of depth of anesthesia, 

: including perioperative care and analgesia, are required for rodent surgical procedures. 
: Vital signs monitored include heart rate, respiratory ratc, blood pressure, color of mucous 
' membranes, and/or body temperature, recorded at a frequency to cnsure stability. 
! Documents record continued monitoring at regular intervals until the animal has fully 
‘ recovered from anesthesia/sedation and ambulatory. For longer non-survival procedures in : 
‘ rats, monitoring of heart rate, blood pressure and body temperature occurs. For shorter 
' procedures, monitoring at least one vital sign is mandatory, such as respiratory rate, color 
‘ : of mucous membranes, and/or body temperature. 
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Postoperative Care [Guide, pp. 119-120] 

Describe the postoperative care program, including who is responsible for 
overseeing and providing the care, types of records maintained (e.g., perioperative), 
where the records are maintained, etc. 
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aiespeiaive care ieaabeas in the protocol and maintaining documentation. Notations 
: may be made in the laboralory notebooks or stored in a database in the laboratory and 


E. Pain and Distress (Guide, pp. 120-121] 


4. Describe how and by whom pain and distress are assessed. 
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; during the pre-revicw “hase of ihe ACORP. Final faesenieul ae categorization by the 
RASS occurs during its review and approval process. VA ACORP caicgorization directly 
correlates with the USDA classification and is described as below: 

USDA Category B - Studies in which animals used for breeding or purchased for breeding. 
but not used for experiments. This includes breeders, and young but not used because of 
improper genotype or gender. 
USDA Category C - Studies in which animals will experience no pain or distress greater 
than that produced by routine injections or venipuncture and which do not require pain- 
relicving agents. 

USDA Category D - Studies in which there is a potential for pain or distress, which is 
: minimized or eliminated by anesthetics, analyesics, and/or tranquilizers. Examples include ; 
: biopsies, endoscopy. and vascular cut-down, implantation of chronic catheters as well as 

: non-survival and survival surgery. 

! USDA Category E - Studies in which animals will experience pain or distress greater than 

: that produced by routine injections or venipuncture and do not receive pain-relieving 

‘ agents. Examples include cxpesure 10 agents ur radiation levels thal cause scrious illness, 

: research involving significant siress or procedures involving prolonged restraint. A written 
i justification (including supporting sources, journals, abstracts, eic.} for withholding pain- 

i relieving agentsismandatory, 


2. Describe training programs for personnel responsible for monitoring animal well- 
being, including species-specific behavioral manifestations as indicators of pain and 
distress. 

: Animal husbandry staff, researchers and rescarch staff receive both didactic and one on 

: one training. Citiprogram.org training modules required include species-specific modules 

: as well as recognizing pain and distress in rodents. Provision of additional training for 
monitoring animal well-being and/or pain and distress by the YMO and/or the researcher is 

_ alsa available. 
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F. Anesthesia and Analgesia [Guide, pp. 121-123] 


1. List the agents used for each species. 
Note: if preferred, this information may be provided in Table or additional Appendix. 


: Routine rodent sedation and anesthesia is with i isoflurane gas (1-3% inhalation for 

: maintenance, up to 5% for induction); however, for non-survival procedures in rats, 

: pentobarbital (Nembutal), 40-50 mg/kg/IP is also used, Utilization of Ketamine/Xylazine 
| 80-100/5-10 mg/kg/IP anesthesia is common in rodents. 
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2. Describe how the veterinarian provides guidance and advice to researchers 
concerning choice and use of anesthetics, analgesics or other pain moderating 
methods. 

‘The VMO provides guidance and advice to researchers regarding the choice of Gnesthesia 
‘ and analgesia and other pain relief methods during protocol development by conducting a 
thorough pre-review of each ACORP. Interaction with the VMO must be documented in; 
the ACORP and occur prior to submission of the document to RASS members for review. 
' The ACORP specifically addresses the use of anesthetics and analgesics in both the main 
' body of the ACORP and subsequently, applicable Appendices. Dose(s), route(s), 

| frequency (ices), and volume(s) facilitate review by the VMO and the RASS. All agents 
i must be pharmaceutical grade unless scientifically justified i in the ACORP, and then 

: pappres by the RASS. Provision of ria is perioperative, as well as post-operative, 
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3. Describe the monitoring of the effectiveness of analgesics, including who does the 

‘ monitoring. Inciude in the description any non-pharmacologic means used to 
diminish pain and distress. 
: The individuals performing the procedures, since all are rodent procedures usually monitor : 
: the effectiveness of anesthetics. ‘The training for provision of monitoring and requirements 
‘. for documentation is provided by web based training, thorough pre-review of the ACORP ! 
‘ by the VMO, review of the ACORP by the RASS, and individual training with veterinary | 
; technical staff and/or the VMO. Maintenance of a surgical record, which includes : 
‘ induction of anesthesia, a description of the procedure, intra-operative monitoring methods | 
and frequency (every 15-20 minutes in rodents), documentation of supplemental anesthesia : 
: doses, administration of analgesia, and post-operative recovery documentation completed 
: by the PI and/or their staff. ‘These records are available for review by the VMO and the 
: RASS during semi-annual inspections and/or upon request. Required notations made on 
: cage cards, indicating dates of procedures and administration of analgesics does not 
: replace surgical or laboratory notes. Animal care staff and/or research staff monitor and 
: observe animals’ daily and post-operative analgesia ensure provision of analgesia for at 

~ + least 48 hours after the procedure. Intra-operative support with a water-recirculating 

’ + blanket for rodents undergoing survival and long-term noen-survival procedures mainiain | 
~ body temperature. Use of induction chambers for mice allow for pre-anesthesia with 
isoflurane. Fluid supplementation, mechanical ventilation, and/or pulse oximetry or 
: measurement of vital signs (i.e., blood pressure, EXG) are provided for longer non- 
q SUID VIV a VOCS asco cc seek sa booee tanto, alc iacos ites 

4, Describe how the veterinarian{s} and the |ACUC/OB evaluate the proposed use of 

neuromuscular blocking agent to ensure the well-being of the animal. 
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5. Describe policies and practices for maintaining and ensuring function of equipment 
used for anesthesia. 


PA ‘certified vendor calibrates Isoflurane vaporizers annually. A certified vendor evaluates — 
| equipment for leakage of waste gas at the time of calibration. FA canisters used for 
; scavenging usc weight to determine appropriate function. Each canister provides a place 
for the date of use and weight for initial use and thereafter for cach subsequent usc. FA; 
: canisters mounted on table legs or elevated above the surface of the table ensure adequate; 
airflow. Anti-spill devices for filling vaporizcrs with isoflurane minimize personnel 
, Oxposure. saunas nose cones and induction coe of various sizes, hosing, and 
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G. Euthanasia [Guide, pp. 123-124] 


1. Describe approved methods of euthanasia, including humane slaughter (for 

additional guidance, see pertinent AAALAC Reference Resources). Include: 

* consideration of species, age, condition (e.g., gestational period, or neonatal) 

and 

e location(s) for the conduct of the procedure. 
Note: lf preferred, this information may be provided in Table or additional Appendix. 
: The approved methods of euthanasia for laboratory rodents are in accordance with the 
: 2013 AVMA Guidelines for the Euthanasia of Animals. Current approved methods 
: include CO2 asphyxiation followed by a physical confirmation of cuthanasia, such as 
: bilateral thoracotomy or cervical dislocation, and barbiturate anesthesia overdose followed } 
' by exsanguination or bilateral thoracotomy. 


2. Describe policies and practices for maintaining and ensuring function of equipment 
used for euthanasia. 
! The CO2 tank is equipped with a flow meter to contfol gas exposure to 10-30% volume 
: displacement infusion into the home cage. A spare tank for emergencies is in the necropsy 
‘ room to ensure adequate supply for emergencics. Inspection of the gasket on the lid and 
: the hosing attached to the CO2 tank occurs prior to cach usc to ensure they are tightly 
i scaled. Signage with instructions for use are in the necropsy room above the tank, and 
! provision of training is via web-based training as well as during facility introduction by the } 
: VMO. 
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'3. Describe the methods used to confirm death of an animal. 
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; Euthanasia by CO2 or barbiturate overdose followed by a physical method, such as 
i bilateral thoracotomy, exsanguination, or cervical dislocation, confirms the death of an 
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IV. Physical Plant [Guice, pp. 133-155] 


A. Facilities Overview 
Provide -a brief introduction to the animal housing and use facilities. Note that this 
overview should augment the information provided in Appendix 2 (Summary of Animal 
Housing and Support Sites), which includes area, average daily census, and person 
responsible for each site. Please use consistent terminology for the 
buildings/areas/sites described in the Location section of the Appendix. Please do not 
repeat information, but supplement the descriptions provided elsewhere to assist the 
reviewers understanding of the interaction between facilities, special housing locations, 
and separate procedural areas. 
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‘ The VMU animal facility is located in Building 12, bchind the VA Hospital. Building (bjis a 

' dedicated animal research laboratory facility under major renovation. It is located adjacent to 

: the VMU, yet placed between the VA Hospital and the VMU. Both provide direct oversight by | 
i the MCD. Programmatic oversight of both facilities is by the ACOS VA R&D Service, and as } 
i delegated to the RASS and SRS parent committees. Physical plant, housecleaning, laundry, 

i and sh casas support a are e by the eos The VA R&D Service, including all buildings and ; 
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B. Centralized (Centrally-Managed) Animal Facility(ies) 
in this section, describe each centralized or centrally-managed animal housing and use 
facility. Include in Appendix 3 the floor plans of each on 8.5” x 11” or A4 paper. Ensure 
that the drawings are legible and the use of each room is indicated (animal housing, 
procedure room, clean cage storage, hazardous waste storage, etc.). Note that a 
separate section for describing “sateilite housing areas” is included below. 


Separately describe each Location or Animal Facility, addressing each of the features 
outlined below (1-8). A complete description of each must be provided; however, 
common features among locations or facilities may be indicated as such and do not 
need to be repeated. 


1. General arrangement of the animal facilities (conventional, clean/dirty corridor, etc.). 

2. Physical relationship of the animal facilities to the research laboratories where 
animals may be used. 

3. Types of available animal housing spaces used, such as conventional, barrier, 
isolation/quarantine, hazard containment (infectious, radioactive, chemical}, “animal 
cubicles’ or facilities specifically designed for housing certain species such as 
ponds, pastures, feedlots, etc. 

4. Finishes used throughout the animal facility for floors, walls, ceilings, doors, 
alleyways, gates, etc. (note any areas that are not easily sanitized and describe how 
these are maintained). 

5. Engineering features (design, layout, special HVAC systems, noting exhaust air 
treatment, if applicable} used in hazardous agent containment. 
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6. Security features, such as control of entry, perimeter fences, gaies, entryways, 
cameras, guards; identify and describe exceptions for individual facilities or areas 
incorporating fewer or additional security features than the general features 
described. 

7. Consideration for facilities with exterior windows, if applicable, including 
management of environmental conditions (i.e., temperature and photoperiod control) 
and potential security risks. 

8. Storage areas for flammable or hazardous agents and materials (e.9.. disinfectants, 
cage-washing chemicals, pesticides, fuel). 
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fa andl a eee ina aU chanced arrangement, with 1 rooms on both sides of ashi ne The 
: connecting hallway separates animal housing from support areas, The cage washing area is 
‘ north of the connccting hallway, and is accessible through two opposite doors, each opening 
: inte a main corridor. Dirty cages from the animal rooms transfer from the animal housing 
corridor to the cage wash arca for disposal of bedding in a waste disposal system and washing. 
! Dirty bedding is disposed and the floor cleaned beforc clean cages are unloaded. The cage 
: washer is a single entry, cabinet-type washer for cages and cage accessories. Clean cages are 
: moved through the opposite doorway and corridor into the clean cage storage room. Two 
: doors kept closed at each end of the cach hallway further restrict access. Racks and recoil 
: hoses sanitization occurs in a room at the end of the animal housing corridor, Room 
: 2. The VMU animal facility building (Building|(b) i ) is adjacent to an animal research laboratory 
: building (Building |(b) (©) currently under major renovation. Both are independent outbuildings 
‘ located behind the main VA Hospital. 
: 3. Housing of animals exposed to biological hazards in rooms that are under relative negative 
: air pressure and contain IVCS for rodents, Two portable laminar flow housing units are also 
‘ available for use in animal rooms. Each provides HEPA filtered air for housing rodents under 
! positive or negative pressure relative to the room air. The Nu-Aire Unit is 78° Wx38"Dx77 
: 4"H and features a stainless stecl shelving unit which attaches to the laminar flow cabinet for 
: housing Static rodent cages. The air pressure over the cages can alternate from positive to 
: negative relative to the room pressure by removing the rack and rotating the cabinet 1800. 
: The Duo-Flow by Lab Products is a self-contained clean room, with clear vinyl curtains with 
i zippers for dual access. The room contains animals housed in static cages on a single two- 
: sided tack. Ilousing is under negative or positive pressure relative te room pressure. 
: Room air is HEPA filtered for circulation and/or prior to release into room air, filtered and 
: exhausted to the outside. Housing for all rodents is currently in [VCS (Tecniplast Green Line). 
: 4. The walls of the animal rooms, corridors, and rooms in the support areas (food and bedding 
: storage, clean cage storage, cquipment storage, and cage washing) are concrete masonry units 
1 (CMUs). Wall surfaces are masonry block covered with epoxy paint. Ceilings in animal 


i rooms, corridors, and all animal support areas are solid plaster or gypsum board surface coated : 


i with a glazed paint finish. Floors, trough drains, and splashboards in animal rooms, animal 


. room corridors, and all animal support areas are concrete covered with a mixed resin matcrial 
ae with an epoxy coating. Animal room sane are hollow core stainless steel coated with 
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‘ | eet paint covers corner drains (6-inch) in each room. 
i Walls in other support areas (diagnostic/non-animal research laboratories, autoclave room, 
i Tinen storage, offices, and break room) are concrete block covered with similar paint and ; 
t porcelain tile (lower %). Floors in these areas are seamless tile. 
i 5. The HVAC system that supports all animal rooms, procedure rooms, and animal support 
i areas is rooftop mounted and provides 100% fresh air intake and exhaust to the outside of the 
! building through the roof. Room air receives pre-filtration at 35% efficiency and exhausts 
through an after filter at 95% efficiency. Engineering Service replaces pre-filters and after- 
} filters every 3 months. Ventilation systems maintain at least 10 room air exchanges per hour. : 
: Room air pressures are maintained negative to the corridors. Animal housing rooms have i 
! thermostats for temperature control in three zones: Zone #1 Rooms oy Ee) (b)(} Zone #2- 
i Rooms {(b)(-(b)} and Zone #3-111,112. Thermostats in Zones #4-8 control support areas and 
i procedural rooms. Room temperatures are maintained at 72-75°F for rodents. Room humidity : 
control is indirect through the HVAC system to maintain a humidity level at 30-50% RH. : 
Additionally, backup rooftop heating and air conditioning units, and room humidifiers supply 
: four animal housing rooms. Backup HVAC units (4) provide electric heat, AC, and room : 
t ventilation. Units turn on by low or high temperature thermostat set points (65° and 78°). 
! Room humidifiers have manual controls, VA Engineering Service provides maintenance on} 
t all HVAC systems semi-annually, including inspection of thermostats and review of set points. 
6. Entry and exit into the animal facility is by authorized card access only. After hours and on 
t holidays and weekends, the building has motion detection alarms in the entry halls and 
i hallway. Alarms turn off or on by individual codes entered into a control panel at the 
i entrances. If the alarm sounds, it alerts the VA Switchboard, which alerts immediate 
: i investigation by the VA Police and Security Service. All doors are stainless steel with dead 
! bolt locks, and windows contain with stainless steel wire mesh screens. A list of people with 
i authorized access maintained by VA R&D and VA Security Services, can record individuals | 
! entering and exiting the facility. Only service vehicles, UL vehicles, and/or the VMO may ; 
} park in front of the building. Visitors must sign a log sheet and be accompanied while in the | 
; VMU, or any research area. Additionally, VA Security Service Police patrol all areas on 
i i frequent intervals. Routine inspection (at least annually) of all VA buildings and areas by VA; 
‘ i Security Service ensures compliance with VA Handbook 0730/2 (5/2010), Security and Law} 
: Enforcement. 
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7. There are no exterior windows within the animal housing area. 
: 8. Examples of containment practices include the use of secondary containers for bulk storage 
al chemical detergents and disinfectants. The VA Hospital provides maintenance chemical 
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C. Satellite Animal Housing Facilities 
in addition to the Appendices summarizing Heating, Ventilation, and Air-Conditioning 
(Appendix 11) and Lighting Systems (Appendix 16), summarize animal housing areas 
that are not centrally-managed or maintained in (Appendix 17), “Saielfite Animal 
Housing Areas.” 
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1. 


Describe the criteria used to determine/define a “Satellite Animal Housing Area,” 
which may include remote housing facilities or laboratories temporarily or 
consistently housing animals. 
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2. Describe the process used by the IACUC/OB to authorize, provide oversight of, and 


ensure compliance with Guide standards for the housing of animals outside of 
centrally-maintained facilities. Include a description of Attending Veterinarian access 


and physicai security. 
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D. Emergency Power and Life Support Systems 
Note: Complete a Heating, Ventilation, and Air-Conditioning (HVAC) Summary 
(Appendix 11) and Lighting Summary (Appendix 16) for each Location described in 
the Summary of Animal Housing and Support Sites (Appendix 2). 


1. 


Power [Guide, p. 141] 

For each Location, Centralized Animal Facility, and Satellite Housing Facility, 

provide a brief description of the fallowing: 

« Availability of emergency power and if sc, what electrical services and equipment 
are maintained in the event the primary power source fails. 

e History of power failures, noting frequency, duration, and, if emergency power 
was not available, steps taken to ensure the comfort and well-being of the 
animals present and the temperature extremes reached in animal rooms during 
the failure. 
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The VMU has a building generator dedicated to full support of all electrical service to the | 
! VMU in the event of electrical failure. It is located in a small building directly in front of | 
the facility. Quarterly testing ensures that power interruptions will not exceed 
' approximately 30 seconds in the event of a power failure. In the event of a power outage 
: to the VMU, the emergency generator supports all electrical systems. The main LTVAC 
; system provides steam heat and AC via an electric condensing unit and room ventilation 

: by electric fans. Backup 1IVAC units (4} provide electric heat, AC, and room ventilation. 

: Units activate by high or low temperature set points. All IVCS housing units would 

: continue to operate, as the AlTUs for each system are clectrical. In the cvent the AlTUs 
would not function, the [VCS allows for static housing. 
: Except for scheduled power outages for maintenance or testing of emergency generator 
: backup systems, there have been no power failures for the animal facility. Emergency 
: generator power supports the VMU since 2010. Scheduled outages last approximately less 
; than one minute hefore switching power over to the generator, and then again after testing. : 
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2. Other System Malfunctions. |f not previously reported, describe animal losses or 
health problems resulting from power, HVAC, or other life support system (e.g., 
individually ventilated cages) failures, and mechanisms for reporting such 
incidences. AAALAC International Rules of Accreditation (Section 2.f}. 

' ‘There have been no system malfunctions resulting in animal losses or health problems. 
‘ However, each quarter, RASS agendas include a report of morbidities and mortalities and 
the causc, if known, by the VMO. If any casc is duc to a system malfunction or 

' enginecring mishap, ORO and VA CO receive immediate notification of the event, cause 
‘ and resolution. They determine if the incidence is resolved satisfactorily or warrants a site 
: visit to recommend further remediation. 3 
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E. Other Facilities [Guide, pp. 144, 150] 


1. Other Animal Use Facilities [Guide, pp. 146-150] 
Describe other facilities such as imaging, irradiation, and core/shared behavioral 
laboratories or rooms. Include a description of decontamination and methods for 
preventing cross-contamination in multi-species facilities. 
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2. Other Animal Program Support Facilities 
Describe other facilities providing animal care and use support, such as feedmills, 
diagnostic laboratories, abattoirs, sic. , 
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According to ihe privacy principles on the protection of natural persons with regard to the processing of 
personal data and on the free movement of such data, we wish to advise you that the personal data in the 
Program Description will become part a permanent file owned by AAALAC International, and that can 
be shared with AAALAC International offices and representatives in order to perform an evaluation of 
the institution's animal care and use program and provide accreditation services. The institution has the 
option of exercising rights of data access, rectification, cancellation, and opposition at: 
accredit@azalac.org 
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_ Institutional Official ne 
VA Medical Center Interim Director 


somenenn 


T Research | 
Compliance 
Officer 


1 (OK) | 


| | Chief of Staff : 


- Research and Development | 
Committee a 


(b)(6) 


2 iz hat 2 $5 ssi separ erase ° 


| Associate Chief of Staff | 
for Research & 


: Development 
(b)(6) 


OOH HER OHRAHHHESSHEBEHS SE 


Research Safet 


i Administrativ C. ; 
| Officer for Research | 


and Development 


Research Program |} 
Assistants T 


| (ere) 1 


Research Program Analyst 
and IRB Coordinator 
| 


§ 


Leen eee o ese ase eees 


NOTE: The direct line of communication between the Institutional Official and'the 
IRB Chair (represented by bold dots/dashes) is mandated by reguiation 
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Periodic Animal Contact Health Survey  ® 


Return sealed to: Occupational Health (0030) 


identification Information: 
Please provide the following information tall is required except *pager and e-mail*): 


Print Name: 

First dukile Last 
Social Security No: Date of Birth: ae = 
Status: Student: | | Resident/Fellow: [_ | Staff: | | Employee: [ ] Other: [| 
Supervisor: A 
Primary Service/Duty: ‘i - Bidg No.: 
Office Phone: 
Research Bldg No: © Phone No.: 
*Pager: —_ - *E-mail: ; a 


Participation in the Periodic Animal Contact Health Survey 


| ! wish to participate in the periadic animal contact health survey to allow additional risk 
assessment to be performed. | understand thal, aspen my censent, select answers may be shared 
with the Department of Environmental Healih and Safety for the purpose of identifying and 
controlling potential exposures. Otherwise, this information will be kept strictly confidential by 
the Occupational Health Service, who may contact me to discuss my individual risk assessment. 


[| ] have been advised that it is recommended that I participate in the periodic animal contact health 
survey and that nonparticipation could result in adverse health effects, but I have voluntarily 
decided NOT to participate. (Note: employees may not opt out of immunizations or tests 
mandated by the facility Director or Chief of Staff, nor opt out of testing that is necessary to 
protect the health and well-being of laboratory animals). You may notify Occupational Health at 
anytime you wish to participate in the anima] contact surveillance program. 


Signature: Date: 


Health Services Office Use ONLY _ 


Recelved Occupational Health Services: {Initials} _ ; {Date} 
Reviewed by: __ Unitials) 2 we. ee , ate) 


Name [Lost, First}: Page i of? 
Date of Breh: 5 Reviseo '1/2:/20°3 
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or, 


wl 


Mustselectone: 0 Initial Survey O Annualfollow-up Survey 


SECTION I: Personal History 


1. 


Past Medical Histary 

No history of medical problems, surgery or hospitalizations 
Diabetes 

Hypertension 

Lung discase 

Allergies to animals 

Cancer 

Seizures 

Allergic Rhinitis (running nose, sneezing, ctc) 
Atopic Dermatitis (allergic skin diseases} 
Asthma 


Allergies 1o plants or other materials 1 


O0-0 0'°O:0:0 0'0°0°0°0 


Have you had surgery? {check those that apply} 
© appendectomy 
© tonsillectomy 4 
© heart surgery 
© gallbladder 
© hysiercctomy 
© Spleen removed 
© other: 


© Other medical conditions: 


Are you currently under the care of a physician for any medical condition? 


8) Yes 0 No 
if yes, please describe: 


Are you having trouble with your eyes during research activitics involving animals? 
O Yes Q No 
if yes, please describe: 


Do you currently have any illnesses that compromise your immune system that would make 
you more prone to diseases during research activities involving animals? 

O Yes 0 No 

if yes, please describe: 


Name {Last. First]: Page 2 of ? 


Date of Birth: 


Se Revsect 11/23/7018 
Appendix 5 - Medial Evaluation Form 


6. 


Are you taking any medications, such as chemotherapy, which reduce the effectivencss of 


your immune system? 


O Yes 


- 


Q No 


if yes, please describe: 


Do you have any environmental allergies such as foods, plants or animals? 


0 Yes 


if yes, please describe: 


OG Na 


Are you allergic to any medications or drugs? 


O Yes 


if yey. please describe: 


Do you require medication for allergies such as running nose, sneezing, itchy eyes or asthma? 


O Yes 


GO No 


ONo 


Do you have animals at home? 


0 Yes 


0 No 


if yes, indicate types: 


0 Mice 


. O Rais 
0 Gerbils 
Q Hamsters 
O Rabbits 


Do you have any specific alJergics to anima] dander or protem? 


0 Yes 


0 Noa 


if yes, indicate types: 


Species 


Micc 
Rats 
Gerbils 


Tree Shrews 


]lamsters 
Rabbits 
Dogs 
Cats 
Cows 
Goats 
Sheep 


Name ftas*, Cirs*}: 
Rote of Birth: 


Q Rash 
Q Rash 
0 Rash 
0 Rash 
QO Rash 
O Rash 
, O Rash 
! Q Rash 
O Rash 
0 Rash 
O Rash 


O Wheezing 
O Wheezing 
0 Wheezing 
O Wheezing 
O Wheezing 
0 Wheezing 


O Wheezing: 


O Wheezing 
O Wheezing 
O Wheezing 
O Wheezing 


0 liching 
O Itching 
O liching 
O liching 
0 liching 
QO Itching 
0 Itching 
0 fiching 
0 liching 
0 Itching 
O Itching 


O Sheep 


\ 4 


O Ciuinea pigs 


© Primates 


O Fish 
0 Pigs 


O Other 


Type of Reaction 


0 Tearing 
0 Tearing 
QO Tearing 
O Tearing 
0 Tearing 
O Tearing 
O Tearing 
O Tearing 
O Tearing 
O Tearing 
0 Tearing 


O Other 
O Other 
O Other 


O Other | 


O Other 
0 Other 


0 Other 


6 Other 
0 Other 
0 Other 
Q Other 


Page 30f7 
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13. 


13. 


Name j{Lrast, “irst}: _ 


Guinea pigs QRash QOWheeving Qliching OTearing Q Other | 


Pigs GQRash OWheezing Oltching OTearing OOther | 
Fish ORash OWheezing Oltching OTcaring QO Other | 
Other: _ORash OWheezing OQOliching OTcaring O Other 


Please list aff medications including the dosages that you are currently taking 


Do you currently or have you required specialized accommodations (masks, ventilators, 


hoods) in order to work with animals? 
QO Yes O No 
if yes, please describe: 


Do you use or have you used tobacco products? 
G Yes O No 


if yes, please describe: 
O smoke cigarettes Osmoke pipe O chew tobacco products 
0 smoked cigarettes or used other tobacco products in the past 


Do you regularly sce a physician or other healthcare provider for any health problem? 


O Yes O No 
if yes, please describe: 


In the past year, have you had any NEW medical problems? 
GO Yes G No 
i yes, please describe: 


Do you use or collect wild type mammals (c.g. field studies)? 
O Yes 0 No 
ff vex, please describe: 


When was your fast tetanus shot? 
Q Within the last ten years 


Date of Birth: 


Appendix 3- Medial évalua%ion Form 
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© More than 18 years ago 


18. Do you believe you have become allergic to any animals that you use in your research? 
0 Yes 0 No 
If yes, please indicate which animals and the type of allergic reaction you are having:> 


You may review the following questions with your supervisor to determine the most 
ia ed answer and to determine whether or not some situations may change in the 
near 


19, Describe, the type a aa: of Seen animal contact that you have currently: 


E : , ’ Gantact HoursfMonth =—__ : y 
vAn inal species®, "as than 5 Between 5 and 26 More than 20. 


Mice 

Rats 
Gerbils 
Tree Shrews 
Hamsters 
Rabbits 


OC] 
O 


QOOOOOOOOOOOOOOO 
ONOOOOOOOOOOOO 
QOOQOOOOOOOOOOO 


20. Deo you work with pregnant sheep or goats in your research? 
0 Yes O No 

21. During research activities involving animals, do you use organic solvents such as 
benzene, chloroform, toluene, methylene chloride, formalin, or other organic solvents? 
0 Yes G No 
Ff yes, please describe: 


22. During research activities involving animals, do you use dust masks or respirators 


routinely? 
H 
Name fLasi, First}: Page Sof? 
Date OnSite eee es Revised 11/21/2018 


Appendix 5- Medio! Evaluation Form 
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0 Yes 0 No 
if yes, please describe: 
23. During research activities involving animals, do you use anesthetic gases such as flurane. 
isoflurane, nitrous oxide, metafane, halothane. ether. or other anesthetic gases? 
O Yes 0 No 
if yes, please describe: 


24. —— Please list any biological agents that you are currently using in conjunction with research 
activities involving animals (including the genus and specics if apprapriatc)? 


Viruses Types: 

Fungi Types: 
Bacteria Types: 
Protozoa Types: 
Other Types: 


25. Do you use human tissuc or body fluids in research activitics involving animals? 
GQ Yes 0 No 
if yes, please describe: 


Comments or Suggestions: 


I have truthfully answered the questions to the best of my abilities, 


Signature Date Signed 


Thank you for completing this health survey. Please verify that your name and date of birth 
are written on the bottom of each page. After your health survey has heen reviewed, you will 
receive written health risk assessment based on yeur type of exposure. 


Please return survey in a sealed envelope to: 
Occupational Health (11Q-1} 
VAMC, Louisville 


Name [Last, Firsti: = z =age 6 or? 
Bate of Birth: a aes Revised 11/21/2018 


Appenokk 5- Meal Evaluation torm 
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Name fLasi, First}: 
Date of Birth: 


ee 
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Research Animal Studies Subcommittee (RASS) 
Robley Rex VA Medical Center 
Research and Development 
VA Medical Center = 800 Zorn Avenue <« L.ouisville, KY 40206-1433 +* 502-287-5217 + Fax: 502-287-419] 


Room [(py5l 
[CONFIDENTIAL] 
_.,, MINUTES : 
[_____—Tuesday, August 11, 2015 | 
Present 
Voting 
(b)(6) Scientist (Animal Research) 


Lay Member, Chaplain Service 

, Scientist (Animal Research) 
Research Carcer Scientist 
Scientist/Research Biological Safety Officer 
Veterinary Medical Officer 


Community Representative 
Non-A ffiliated Member 


Research Scientist 
Research Career Scientist 


ix Officio Non-Votine 


Administrative Officer Research & Development 


Staff Physician/Medicine 
Sta#j 
(b)(6) Alternate Facilitator 
R&D Program Support Assistant 
Excused ‘ 
Voting 
(b)(6) Lay Member, Chaplain Service 
Staff 


(b)(6) Alternate Facilitator 


R&D Program Support Assistant 


a _ : 
Total Voting Members: 9 


Total Voting Attendees: 9 Quorum: 5 
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| Time Started: 3:05pm | 


Call to Order 


1. (b)(6) established thai a quorum was present at 3:05pm and called the meeting to order. 
The Chair officially introduced and welcomed, new committee member, (b)(6) 


it was noted that a meeting was not held in July 2015 
Minutes 
1. Review of Minutes for the June 18, 2015 mecting 


DISCUSSION: The members reviewed the minutes. ‘There were no questions or concerns. 


ACTION: A motion was made and seconded to approve the June 2015 RASS meeting minutes. 
‘| b}6) had not yet joined the meeting and is noted as excused from the vote.i(b)(6} was not 
3 ong member at ihe June 2015 RASS meeting and is noted as abstained from me vor. 


Approved [For: 7 Against: 0 Abstained: 1 Recused: 6 Excused: 1 Total: 9] 


RCO Report 
1. Standing Report - Mark Olliges, Research Compliance Officer 


RCO Audit Plan (RCO SOP 2) 


(6)(6) was not in aliendance at the meeting, however, he provided a copy of the revised RCO 
Audi Plan, dated 08/05/2015, for review by the committee, No action was required by the committee. 
No Action Taken 


Committee Information 
i. Determine dates for: 


Section B. Inspection of the Facilities 


Members agreed to hold the Semi-Annual Inspection of the Facilities at the next RASS meeting. 
scheduled for 9/08/15. The start time will be moved to 2:30pm to allow for the extra time needed to 
conduct the inspection. ‘he inspection will be conducted immediately following the meeting. 
Closed 
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Old Business 
1. RASS Membership 


Replacement of Alternate Community Member (vice Partridge) 


DISCUSSION: The Chair asked if anyone had a nomination for the vacant Community Member/Non- 


Scicntist seat on the committce.|(b)(6) proposed (b}(6)} who is currently a member on 


the Human Studies Sub Committee, as a possible candidate. Members expressed their support of this 


proposal and asked (b}{6) make the initial contact with Ms. Spurlock and give the committee an 
update at the next convened meeting. 


(b)(S) joined the meeting. 


Open 


Inspection 
1. Semi-Annual Evaluation of the IACUC Review of the Program and Facilitics 


Section A. Review of the Program 


Members reviewed, discussed, and completed the Program Review Checklist for each item individually. 
‘The checklist will be finalized and provided to the members for approval and signature at the next 
meeting. 

Open 


New Business 
1. Semi-Annual RASS Records Review 
- Member teams to conduct review of investigator records 
**Please, be aware of possible conflicts of interest with the protocals listed below: 
' OX 


Due to a lack of time, this business item was not completed. Members agreed to have the Records 
Reviews completed out of committee. Drs. Matheson, Proctor, and Parthasarathy volunteered to 
conduct the reviews. ‘lhe Rescarch Office staff will have the necessary study records and materials 
available and ready for review. 

ID ' Pram# Pl Title (truncated) 
(b)(6) Vascular Control Factors in necrotizing Enterocalitis in a Cross Faster 
‘Training Effects on Reeovery of Balance and Limb Accuracy in Cats 
Minimizing Shock/Complications in Battletield Injuries 
Serologic Monitoring of Animals for Disease Surveillance 
Nicotine and Fibronectin in Lung Injury 


Open 
2. Annual RASS Program Evaluation Feedback 
I 


(b}(6} addressed the Committee in regards to the Annual Program Iivaluations presented to the 
Research & Development Commiitce meeting on 07/06/2015. The Medical Center Director (MCD) 


expressed concerns about attendance.|(p}(6) acknowledged that everyone has extensive 
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commitments but she encouraged everyone to re-commit with their best effort because the work af the 
RASS Commitiec is very important to the health and safety of the Researchers. The previous baseline 
for attendance has been downgraded from 83% to the75% baseline requirement set by the medical 
center. This should help members achieve their membership goals. 

Closed 


Standing Report 
. VMLUL Elevated Temperature Reports 


Reports of temperature elevation in Building {(b for were reviewed. No action was required by the 
members. 
No Action Taken 


. Work Orders submitted for Building|(b)] 


Report of work orders submitted since the June 2015 meeting was provided. With no comments 
or concerns the report was accepted. 
No Action Taken 


3. Morbidity & Mortality Repor{(b)(6) April - June) 


(b}(6) eported that there had been no animal loses or illnesses for this reporting period. 
No Action Taken 


Continuing Review 
Report of Closure of Animal Component - As Principal investigator on the following project, (PK®) has 
asked to stay for the initial discussion; He was recused and leff the room for further discussion dnd voting. 


1. (b)(6) 
Airway Sensors with Myelinated A fferents 


ID: 00271 Prom#: 0001 Protocol#: BLR&D Merit Protocol! Dt: 03/11/2009 
STATUS: Active 

RASS Init Approval Dt: 08/19/2010 

RASS CR Approval Dt: 07/17/2014 

Other Reviews Completed: SRS 06/16/2015 [Contingent Approved; Final Approval 06/29/2015] 
Research Staff [(*) = on committee]: 


ITEMS REVIEWED (* = stipulations): 
* Continuing Review - RASS Request for Continued Approval of Animal Use (06/26/2015) 


DISCUSSIGN: The members reviewed the above listed item. 


ACTION: A motion was made and seconded ta accept the deletion of Animal Use Approval from the 
study. 


Accepted [For: 8 Against: @ Abstained: 0 Recused: 1 (Yu, J.) Excused: 0 Total: 9] 
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ACORP 3-Year Renewal 
VMO pre-review completed and all found issues were resolved between the Veterinary Medical Officer 
(VMO) and the Primary Investigator (PD prior to submission to RASS 
7 
Mechanisms of Neutrophil Activation 
ID: 00220 Prom#: 0009 Protocol#: BLR&D MERIT Protocol Dt: 08/17/2007 


: Resubmission 
STATUS: Active 


RASS Init Approval Dt: 08/16/2012 
cS CR Approval Dt: 07/17/2014 


R h Staff [(*} = on committee]: i(B)(6) : 


Approved ICF Versions: 06/06/2014, 06/19/2013, 08/16/2012, 07/26/2012, 07/26/2011, 07/21/2010, 
OOO ee peta ta 5 eae 

‘Sponsor: VA - Merit Review (9003) * Admin: VA (02) 

1 TEMS REVIEWED a = stipulations): 

° Update of Funding ‘Source and PDS Abstract - Progress (06/08/20 15) 

. Key Personnel Form - Updated (06/08/2015) 

* Scope of Practice for Research Personnel {eX6) ——__(o6r03/201 5; Revised Duties) 
« ACORP (Ver 4} App 1: Additional Local Information - 3 yr. renewal (08/04/2015) 

* ACORP (Ver 4) App 3: Biosafety - 3 yr. renewal (08/04/2015) 

* ACORP (Ver 4) App 4: Antemortem Specimen Collection - 3 yr. renewal (08/04/2601 5} 
* ACORP (Ver 4) App 5: Surgery - 3 yr. renewal (08/04/2015) 

: ACORP (Ver 4) Main Body - 3 yr. renewal (08/04/2015) 

DISCUSSION: The members reviewed the above listed items, noting minor typographical errors that 
required corrections. 

ACTION: A motion was made and seconded to approve the project with ihe requested corrections. 


Approved [For: 9 Against: 0 Abstained: 0 Recused: 0 Exeused: 0 Total: 9] 
Approval Period = 12 months (08/16/2015 - 08/15/2016) 


In review of the materials, general questions were raised regarding documentation of personnel changes with 
a study, Admin staff stated that changes should be addressed on the Request to Modify form. 
noted that this form addressed only additions in personnel. Admin staff will review the form and provide 
revisions for RASS approval, to address personnel deletions, at the next meeting. 


DESIGNATED - Continuing Review 
1. \(b}6} 
Minimizing Shock/Complications in Battlefield Injuries 
1D: 00361 Prom#: 0018 Protocol#: DON Protocol Dt: 08/03/2011 
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STATU iS: Active 


DESIGNATED 08/06/2015 

RASS Init Approval Dt: 09/08/2011 
RASS CR Approval Dt: 08/21/2014 
Other Reviews Completed: SRS 07/14/2015 [Approved; Final Approval 07/14/2015}, ACOS 
Review 09/08/2014 [EXPEDITED Approval 08/25/2014 


Research Staff [(*} = on committee}: |(D)(6) 


Sponsor: University of Louisville (9301} * Admin: Clinical Research Foundation, Inc. (06) 


Reviewers: |(D)(6) 

[TEMS REVIEWED (* — stipulations): 

* * Continuing Review - Request for Continued Approval of Animal Use (06/30/2615) 
» Update of Funding Source and PDS Abstract - Progress (06/30/2015) 

» Key Personnel Form - updated (06/30/2015) 

* ACORP (Ver 4} App 3: Biosafety - Rat (08/20/2014) 

- ACORP (Ver 4) App 4: Antemortem Specimen Collection - Rat (08/20/2014) 

* ACORP (Ver 4) App §: Surgery - Rat (08/26/2014) 

-« ACORP (Ver 4) App 6: Special Husbandry & Procedures - Rat (08/20/2014) 

- ACORP (Ver 4} Main Body - Rat (08/20/2014) 

« VA Rescarch Data Security and Privacy Checklist - Non-Human, Part B only (06/36/2015} 


Approval Period — 12 months (08/21/2815 - 88/20/2016} 


Closed Items - Stipulations Met and Final Approval Letier Issued 
A te 3-¥ear Renewat 


eee 
zic .vioriit Animals 


a nas Prom#: 0005 Protocol#: N/A Protocol Dt: 05/13/2004 
Sponsor: None (0000) * Admin: None (01) 
Contingent Approval: 06/18/2015 Final Approval Letter Issued: 06/24/2015 


THE FOLLOWING ITEMS WERE RECEIVED AFTER MEETING: 

© ACORP (Ver 4) App 4: Antemortem Specimen Collecti (06/23/2015; Mouse) 
° ACORP (Ver 4) App 4: Antemortem Specimen Collecti (06/23/2015; Rat) 

« ACORP (Ver 4) Main Body - Mouse (06/24/2015; Revised) 

* ACORP (Ver 4) Main Body - Rat (06/24/2015; Revised) 
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NOTE: 
1, The meeting facilitator tracked attendance throughout the meeting to ensure that quorum was 
maintained. 


Next Meeting: Tuesday, September 8 2015 @ 2:30 pm 


Time Adjourned: 4:20pm 


Ys 


Date 
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Research Animal Studies Subcommittee (RASS) 
Rabley Rex VA Medical Center 
Research and Development 
VA Medical Center - 800 Zorn Avenue = Louisville, KY 40206-1433 ¢ 502-287-5217 ¢ Fax: 302-287-6191 


Room 


[CONFIDENTIAL] : 
_ _  _.. MINUTES 
: Tuesday, September 82015. | 
Present 
Voting 
(b)(6) Scientist {Animal Research} 


Lay Member, Chaplain Service 

Scientist (Animal Research) 

Research Career Scientist 
Scientist/Research Biological Safety Officer 
Veterinary Medical Officer 

Community Representative 

Non-Affiliated Member 

Research Scientist 

Research Career Scientist 


Administrative Officer Rescarch & Development 


Facilitator 
R&D Program Support Assistant ~ 


Lay Member, Chaplain Service 


(6)(6) ACOS for Research & Development 
Slaff Physician/Medicine 

(b)(6) Alternate Facilitator 
R&D Program Support Assistant 
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iF otal Voting Members: 9 Total Voting Attendces: 9 : _ Quorum: 5 


Guests 


(b)(6) ; Research Compliance Officer 


i 


a 
~ Time Started: 2:34pm _ | 


Call to Order 
1. |(b)(6) established that a quorum was present at 2:34 pm and called the meeting to order. 


Minutes 
1. Review of Minutes for the August 11,2015 meeting 


DISCUSSION: The members reviewed the minutes. Typographical errors needing revision were 
identified. 


ACTION: A motion was made and seconded to approve the August 2015 RASS mecting minutes with 
requested revisions. 
Approved [For: 9 Against: 0 Abstained: 0 Recused: 0 Excused: 0 Total: 9] 


RCO Report 
1. Standing Report - Mark Olliges. Research Compliance Officer 


Mr. Olliges reported that he had completed audits on the following two studies, with SRS oversight, 
since his last report to the committec. 
No issues of noncompliance had been found with these studies. 


113 Promé# Pl Title {truncated} 
00243 0012 (b)(6) Alcuhul, Proteasome Dysfunction and [iver Injury 

! 06023 9005 Serologic Monitoring of Animals for Discase Surveillance 
No Action Taken ; 


Old Business 
I. <<< Business Item carried forward from 08/1 1/2015 >>> 
RASS Membership 


Nomination of{(b)(6) as an Alternate Community Member ((D)(6) 
(b)(6) ade a recommendation for appointment of (by6) s the Alternate Community 
Member for {b}(6) embers were in favor of{b)(6) and will request that he Research & 


Development Committee place an item on their agenda for review and official nomination to the 


Medical Center Director for approval and appointment. | 
No Action Taken 
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Old Business, Cont'd 
2. Review and Approval of updated Request to Modify Animal Use form 


DISCUSSION: Members reviewed and discussed the updates made to the form. It was requested that an 
"If deleting:" line be added to the form in order 1o simplify and clarify whether personnel were being 
added or deleted fram a study. 


ACTION: Motion was made and seconded to approve the revised form with the requested modifications. 
Approved [For:9 Against: 0 Abstained: 0 Recused: 0 Excused: 0 Total: 9] 


Standing Report 
1. VMU Elevated Temperature Reports 


Reports of temperature elevation in Building 12 were discussed. [1 was noted that the thermostat had 
been adjusted and the change had resulted in a temperature alert. The rooms effected were procedure 
rooms, not animal housing rooms. No aclion was required by the members. 

No Action Taken 


2. Work Orders submitted for Building 12 


No new work orders to report since last mecting. 
No Action Taken 


Continuing Review 
Report of Closure of Animal Component - As Principal iivestigator on the following project. Dr. Zhang was 
ca to stay far the initial discussion; he was recused and left the room for further discussion and voting. 


® | 


. 00304 Promi#: 0002 Pratocol# BLR&D [Funding Ended] Protocol Dt: 63/08/2010 
STATUS: Active 

RASS Init Approval Dt: 10/21/2016 

RASS CR Approval Dt: 09/18/2014 

Other Reviews Completed: HSS 10/21/2014 [EXEMPTION Approval 10/08/2014], SRS 

09/16/2014 (Approved; Final Approval 09/16/2014], SRS 09/08/2615 [Approved; Final Approval 


09/08/2015] (b){6) 


Research Staff [(*) = on cammittee 


Conflict of Interesti(b)(S) 


[Approved ICI ICF Versions: 19/16/2612, (6/14/2011 ie 09/24/2010 

Sponsor: None [Funding period ended | (0000) » Admin: None (01) 

ITEMS REVIEWED (* = stipulations}: 

* Continuing Review - RASS Request for Continued Approval of Animal Use (08/24/2015; 
Deletion of Animal Component) 


DISCUSSION: The members reviewed the above listed item. 
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ACTION: A motion was made and seconded to accept the deletion of Animal Use Approval from the 
study. The Subcommittee for Research Safety (SRS) now becomes the Committee of Record. 


Accepted (For: 8 Against: 0 Abstained: @ Recused: | (Zhang, H.) Excused: 0 Total: 9] 
Dr, Zhang rejoined the meeting 


ACORP 3-Year Renewal 


As Principal Investigator on the following project, (P)(6) was asked to stay for the initial discussion; 


she was recused und lefi the room for further discussion and votitg. 


1. (OE) 


ID: 00397 Prom#: 0001 = Protocol#: N/A Protocol Dt: 06/01/2010 
STATUS: Active 

RASS Init Approval Dt: 10/18/2012 

RASS CR Approval Dt: 68/21/2614 

Research Staff [(*) = on committee]: 

Sponsor: VA - Rehabilitation R&D (9022) » Admin: VA - Direct prant (04) 

Spansor: VA - Merit Review (9003) * Admin: VA - Dircet grant (04) 

ITEMS REVIEWED (* = stipulations): 

¢ Update of Funding Source and PDS Abstract - Progress (07/24/2015) 

* Key Personnel Form - revised (65/11/2015) 

+ Request - Request to Modify Key Personncl (05/12/2015) 

* ACORP (Ver 4) App 3: Biosafety - VMO review w/ comments (09/02/2015) 

¢ ACORP (Ver 4) App 5: Surpery - VMO review w/ comments (09/02/2015) 

¢ ACORP (Ver 4) App 6: Special Husbandry & Procedure ~ VYMO review w/ comments (09/02/2015) 
* ACORP (Ver 4) Main Body - VMO review w/ comments (09/02/2015) 

* VA Research Data Security and Privacy Checklist - Section B only, Non-Human Study (08/22/2615) 


DISSCUSSION: The members reviewed the above listed items. It was noted that the VMO pre-review, 
and the resulting revisions, resulted in a very clean ACORP for the committee to review. Only minor 
typographical errors were noted for correction. 


ACTION: Motion was made and seconded for renewal! of the project. 


Approved [For: 8 Against: 0 Abstained: 0 Reeused: 1{)(6) Excused: 0 Total: 9] 


Approval Period — 12 munths (09/1 2/2015 - 09/1 1/2016) 


(06). Fejoined the meeting 
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in ian 
1. Semi-Annual Evaluation of the ACUC Review of the Program and Facilities 
a) Part 1 ~ Section B. Inspection of the Facilities 


Members proceeded to Building 12 at the conclusion of the RASS meeting to conduct the semi-annual 
inspection of facilities. Members participating in the facility inspection were nated fo ensure regulatory. 
reqilirements were met. 

Inspection forms were distributed to the members for reference and completion during inspection. 
Forms were collected after the inspection for compilation into the single inspection report, which will 
be provided for review at the October meeting. 

<<< Business ltem carried forward from 08/11/2015 >>> 

b) Semi-Annual RASS Records Review 


« Member teams te conduct review of investigator records 
Due to.a lack of time, this business item was not completed. Members agreed io have the Records 


Reviews completed out of committee. |(b)(6) »(b}(6) | andi(b)\(6) volunteered to 
Cifice statt will have the 


conduet the reviews. The Research e the necessary study records and materials 


available and ready for review. . 
Open 
NOTE: 
1. The meeting facilitator tracked attendance throughout the meeting to ensure that quorum was 
mainisined. 


Next Meeting: Tuesday, Ociober 13,2015 @ 3:00pm 
Time Adjourned: 3:06pm 


+ ny, » 


1epsjs 
Date 
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Research Animal Studies Subcommittee (RASS) 
Robley Rex VA Medical Center 
Research and Development 
VA Medical Center » 800 Zorn Avenue » Louisville. KY 40206-1433 ° 302-287-5217 © Fax: 502-287-6191 


Room 


\CONFIDENTIAL| 
_ | MINUTES 
. _ Tuesday, October 13, 2615 “af 
Present 
Voting 
(b}(6) Scientist {Anima} Research) 
Lay Member, Chaplain Service 
Scientist (Animal Research} 
Research Career Scientist 
Veterinary Medical Officer 
Community Representative 
Non-Affiliated Member 
Research Career Scientist 
i 
Administrative Officer Research & Development 
° ACOS for Research & Development 
Staff 
Facilitator 
R&D Program Support Assistant 
Exeused 
Vatine 
(b)(6) Scientist/Research Biological Safety Officer 
Staff 
Alternate Facilitator 


R&I} Program Support Assistant 


: ae ae ‘ ae a. = 
_ Total Voting Members: 9 Total Voting Attendees: 7 Quorum: 


WA 


(b)(6) Research Compliance Officer 
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| Time Started: 3:05pm ; | 


Cali to Order 
1. |(6)(6) established that a quorum was present at 3:05 pm and called the meeting to order. 


Minutes 
1. Review of Minutes for the September 08, 2015 meeting 


DISCUSSION: The members reviewed the minutes. There were no questions or concerns. 


ACTION: A motion was made and seconded to approve the September 2015 SRS meeting minutes. 
(b)(6) had not yet joined the meeting and is noted as excused from the vote. 
Approved [For: 6 Against: @ Abstained: 6 Recused: 0 Excused: t Total: 7} 


Committee Information 
1. Changes in 8th Floor Research Space 


(b)(6) reported that plans were proceeding with the implementation of the facility's new 
ysical Control Access System (PACS) including Research areas. She had met with the Chief of 


Staff and ACOS/RED regarding the repurposing of|(b)(6) lab space to office space for staff 
involved in the planning of the new Robley Rex facility. She also met with (b)(6)_ {Police 
Service regarding the access and security systems in the 8th floor arca, Per |(b)(6)} to assist staff 
and veterans participating in the Million Veteran Program (MVP) with access to the area, the magnetic 
doors, located at the secure entrance, would have the capability with PACS to be kept unlocked and 
propped oper during normal business hours and could then be secured after hours. A separate access 
and security system for ab, located in the space was discussed. Updates will continue to be 
provided. 

Open 


2. Update on the Physical Access Control System (PACS) 


Ms. Brown reported that the installation project for the new PACS sytem within the facility is slated to 
be restarted within the next coupie of weeks. Research areas are scheduled after the Pharmacy areas 
are completed. The new system will require a PIV card and a password for authorized access. No action 
was required by the members. 


Closed 
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Inspection 
(b)(S) nd Howland joined the meeting during discussion of the following agenda itern - 


1. 


<<< Business Item carried forward from 09/08/2015 >>> 
Semi-Annual Evaluation of the IACUC Review of the Program and Facilities 


VA Semiannual Evaluation of IACUC Program and Facilities 

a) Program Review 

b) Inspection of Facilities (Bidg. 7p } 

DISCUSSION: The members reviewed and discussed the final version of reports for the Semiannual 
Evaluation. No changes were found to be needed. 


. ACTION: Motion was made and seconded to approve the report in its entirety. 


a) Part | — Section A. Review of the Program 

b) Part 1 — Section B. Inspection of the Facilitics 
c) Pari 2 — Table of Deficiencies and Departures 
dj Part 3 — Post-Review Documentation 


Members provided their signatures in Part 3 of the document. Mceting is to be scheduled with the 
Medical Center Director to review the report and obtain signature prior to forwarding the report to VA 
Central Office (VACO). 

Approved [For: 7 Against: 8 Abstained: 0 Recused: 6 Excused: 8 Total: 7| 


2. <<< Business Jiem carried forward from 08/11/2015 and 09/08/2015 >>> 


Semi-Annual RASS Records Revicw 


(b)(6) sported that the semi-annual review of records had been fully completed. This item can 
naw be closed. 


Closed 


Standing Report 
1. Standing Report -|(p\(6) Research Compliance Officer [Separate Distributton] 


Mr. Olliges reported that he had completed an audit on the following study, with SRS oversight, since 
his last report to the commiltec. No issues of noncompliance had been found with the study. 


If} Prom# PL Title Gruncated) 
b)(6)} Direct Peritoneal Resusitation: Effects on Prostanoid-assaciated Vase 
No Action Taken 


« VMU Elevated Temperature Reports 


Reports of temperature elevation in Building 12, room 111 on 9/17/15, 9/23/15 and 10/04/15 were 


reviewed. |(b)(6) sported that the room's temperature adjustment is very delicate and easily goes 
out of range. if adjusted or accidently bumped by siaff. In order to keep the thermostats from being 
randomly adjusted, locking covers have been ordered and will be installed by Engineering Service. 


No Action Taken 
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3. Work Orders submitted for Building 


Standing Report, Cont'd 


(b) 


Report of work orders submitted since the September 2015 mecting was provided, Request was made to 
add a column to the existing form for "Resolved/Ongoing Status" and to change the comments column 
to “Engineering Comments.” The report was accepted. 

No Action Taken 


. Morbidity & Mortality Report 4(6)(6) (July - August - September) 


The members reviewed and discussed at length the report provided by|(b)(S) The members 
determined that the deaths were not reportable to the Office of Research Oversight (ORO) as this ts 
expected attrition as part of an cxperimental protocol. The event involving fibrosarcoma, which 
occurred in October is to be deleted from the report and reported in the next quarterly report. 


ACTION: A motion was made and seconded 10 accept the report pending revisions and VMO signature. 


Appraved [For: 7 Against: 6 Abstained: 0 Recused: 0 Excused: 6 Total: 7] 


Continuing Review 


As Co-investigator on the following project, (B)(6) vas asked to stay for the initial discussion; he was 
recused and left the room for further discussion and voting. (B)(6) served as acting Chairperson. 


Investigating Intestinal Ischemia in a Murine Made! 

ID: 00440 Prom#: 0005 = =Protocol#: Investigator-Initiated Protocol De: 10/01/2014 
STATLS: Active 

RASS Init Approval Dt: 11/02/2014 

Other Reviews Scheduled: SRS 11/10/2015 


Research Staff [(*} = on committee] 7{D)(6) 
Sponsor: Cniversity of Louisville (930T) * Admin: Affiliated University (0 


ITEMS REVIEWED ¢* = stipulations): 

* * Continuing Review - RASS Request for Continued Approval of Animal Use (09/30/2015) 

* * Undate of Funding Source and PDS Abstract - Progress (09/30/2015) 

* Key Personnel Form - Revised (09/30/2015} 

* ACORP (Ver 4) App 3: Biosafety - Mouse (11/02/2014) 

* ACORP (Ver 4) App 6: Special Husbandry & Procedures - Mouse (11/02/2014) 

* ACORP (Ver 4) Main Body - Murine (Mouse) (1 1/02/2014} 

* VA Research Data Security and Privacy Checklist - Section B only, non-Human Study (09/30/2015) 


' DISCUSSION: The members reviewed the above listed items. Changes were requested 1o the Request 


for Continued Approval of Animal Use and the Update of Funding/PDS Abstract forms. 
{see J} .etter Text) 
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Continuing Review, Cont'd (Downard, Cynthia D.. MD, MMSe 


ACTION: A motion was made and seconded to approve the project with contingencies. It was 
determined that the required revisions should be reviewed by the Acting Chair or her designee for final 


approval. 

Contingent Approval [For: 6 Against: 0 Abstained: 0 Recused: 1|(6)(6) Exeused: ¢ 
Totak 7] 

Letter Tex!: 


in review of the Request for Continued Approval of Animal Use form: Section 7, USDA 
Category C. members requested that Microbiology be changed to Molecular Biology in Section 7, 
USDA under Totals, and also in the ACORP (Ver 4} Main Bady, pg. 4. 


In review of the Update of Funding/PDS Abstract form: Typographical errors were noted which 
will be administratively corrected. 


(b)(6) rejoined ihe meeting, 


Closed Items - Stipulations Met and Final Approval Letier Issued 
Continuing Review 


1. 
Investigating Intestinal Ischemia in a Murine Model 
ID: 00440 Prom#: 0005 Protocol#: Investigator-lnitiated 
Sponsor: University of Louisville (9301) « Admin: Affiliated University (07) 
Contingent Approval: 10/13/2015 Final Approval Letter Issued: 10/13/2015 
THE FOLLOWING ITEMS WERE RECEIVED AFTER MEETING: 


* Continoing Review - RASS Request for Continned Approval of Animal Use (10/13/2015) 
» Update of Funding Source and PDS Abstract - Progress (10/13/2015) 
« ACORP (Ver 4) Main Body - Murine (Mouse) (10/13/2015; Revised pg. 4) 


Protocal Dt: 10/01/2014 


NOTE: 


I, The meeting facilitator tracked attendance throughout the meeting to ensure that quorum was 
maintained, 


Next Meeting. Tuesday, November 10, 2015 @ 3:0Gpm 
‘Time Adjourned: 3:50pm | 


3 


Meeting Adjaurned 
(B)(8) 


ne £7.) 
Date 
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ACORP Main Body (Ver. 4 


See Instructions for Completion of the Animal Component of Research Protocol (ACORP Instructions), for help 


ANIMAL COMPONENT OF RESEARCH PROTOCOL (ACORP} 
Main Body 
VERSION 4 


in completing specific items. 


A. ACORP Status. 


1. 


2 
3. 
4 
5 


Full Name of Principal Investigator(s) > 


. VA Station Name (City) and 3-Digit Station Number 


Protocol Title> 


. Animal Species covered by this ACORP> 


. Funding Source(s). Check each source that applies: 


»( ) Department of Veterans Affairs. 

> ) US Public Health Service (e.g. NIH). 

> ( ) Private or Charitable Foundation — Identify the Foundation: 

»( ) University intrarnural Funds — Identify the University and Funding Component: 
»( ) Private Company — Identify the Company: 

»( ) Other — Identify Other Source(s): 


Related Decumentation for IACUC reference. 


a. lf this protocol applies to a project that has already been submitted to the R&D Committee for 
review, identify the project: 


(1} Title of project» 
(2) If approved by the R&D Committee, give the date of approval 


b. Triennial review. If this protocol is being submitted for triennial de novo review, complete the 
following: 


(1) Identify the studies described in the previously approved ACORP that have already been 
completed 
> 


(2} Indicate the numbers of animals of each breed/strain/genotype that have already been used, 


_ and adjust the numbers shown in Item | accordingly 
b > 


‘(3} Describe any study results that have prompted changes to the protocol, and briefly summarize 


those changes, to guide the reviewers to the details documented in other Items below. 
> 


1 


Appendix 7 - Blank IACU/CB Protocol Form 


Last Name of Pi» 
Protocol No. Assigned by the iACUC> 
Official Date of Approval» 
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c. List any other relevant previously approved animal use protocols (copy the lines below as needed 
for each protocoi listed). 


(1) Title of other protocol > 

{2) IACUC approval number of other protocol > 
Give the name of the VA station or other institution that approved it, if it was not approved by the 
IACUC that will review this ACORP > " 


7. Indicate the type(s) of animal use covered by this protocol (check all that apply): 


m(} Research 

»{ } Teaching or Training 

m({ ) Testing 

»( ) Breeding and colony management only; not for any specific research project 

»( } Holding protocol (as specified by local requirements; not required by VA, PHS, or USDA) 
m({ } Other. Please specify> 


Proposal Overview 


B. Description of Relevance and Harm/Benefit Analysis. Using non-technical (lay) language that a senior 
high school student would understand, briefly describe how this research project is intended to improve the 
health of people and/or other animals, or otherwise to_serve the qood of society, and explain how these 
benefits outweigh the pain or distress that may be caused in the animals that are to be used for this 
protecol. 
> 


C. Experimental Design. 
1. Lay Summary. Using non-technical (lay} language that a senior high school student would 


understand, summarize the conceptual design of the experiment in no more than one or two 
paragraphs. 
> 


2. Complete description of the proposed use of animals. Use the following outline to detail the 
proposed use of animals. 


a. Summarize the design of the experiment in terms of the specific groups of animals to be studied. 
> ; : 
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D. Species. Justify the choice of species for this protocol. 
> 


E. Current qualifications and training. (For personnel who require further training, plans for additional 
training will be requested in item F.) 


1. Pl 


Protocol No. Assigned by the IACUCm 
Official Date of Approval» 


b. Justify the group sizes and the total numbers of animals requested. A power analysis is 
strongly encouraged; see ACORP instructions. 

» Using ANOVA and multiple range test statistical techniques, 8 animals per group are required in the 
NEC studies to obtain significant results (P<.05). An approximate 30% mortality in the groups with 
experimental induction of necrotizing enterocolitis due to non-physiclogic hemodynamic parameters, 
poor response fo NEC protocol, etc... Can be expected with development of the model. Thus, animal 
use is expected to be: 


For control normal neonatal mouse groups: 


Molecular Biology: 6 animals + [6 x 0.2 (20% loss - novel technique}] = 7 2 
Histology: 6 animals (matched for each microscopy animal) = 8 
TOTAL: 15 dams : 


Assuming 8-16 pups per litter, this equates to 120-150 pups for the control group 
For experimental necrotizing enterocolitis neonatal mouse groups: 

Molecular Biology: 6 animals + [6 x 0.2 (20% loss - novel technique)] = 7 
Histology: 6 animals {matched for each microscopy animal) = 8. 
TOTAL: 15 dams 


Assuming 8-10 pups per litter, this equates to 120-150 pups for the control group 


c. Describe each precedure to be performed on any animal on this protocol. (Use Appendix 9 to 
dacument any of these procedures that involve “departures” from the standards in the Guide. Consult 
the IACUC or the Attending Veterinarian for help in determining whether any “departures” are involved.) 
> 


Personnel 


Name> 
Animal research experience > 


Qualifications to perform specific procedures 


Specific procedure(s) : 
that the PI will perform Experience with each procedure in the species described in this ACORP 
personal 
Pee a he a anc SS ach ina ea oh a 
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2. Other research personnel! (copy the lines below for each individual) 


Name 
Animal research experience >» 


Qualifications to perform specific procedures 


Specific procedure(s) 
that this individual will Experience with each procedure in the species described in this ACORP 
———— perio ___ 


3. VMU animal care and veterinary support staff personnel (copy the lines below for each individual) 
Name> 


Qualifications to perform specific support procedures in the animals on this protocol 
Specific support | - Qualifications for performing each support procedure in the species 
procedure(s) assigned to described in this ACORP (e. g., AALAS certification, experience, or 
this individual 


4. For each of the research personnel listed in items 1 and 2 above, enter the most recent completion date 
for each course 


Working ORD web-based 
Name of Individual with the | species specific course | ba ) 
eT RE IACUC | {identi —tieny the specieel species 8 


F. Training to be provided. List here each procedure in Item E for which anyone is shown as “to be trained”, 
and describe the training. For each procedure, describe the type of training to be provided, and give the 
name(s), qualifications, and training experience of the person(s) who will provide it. If no further training is 
required for anyone listed in Item E, enter °N/A” 
> 


G. Occupational Health and Safety. é 


1. Complete one line in the table below for each of the personnel identified in Item E: 


; : Declined | Current on 
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Equivalent Alternate Program — 
identify the program 


2. Are there any non-routine OHSP measures that would potentially benefit, or are otherwise required for, 
personnel participating in or supporting this protocol? 


» (} Yes. Describe them » 
» ( ) No. 
Animals Requested 
H. Animals to be Used. Compiete the following table, listing the animals on separate lines according to any 


specific features that are required for the study (see ACORP Instructions, for guidance, including specific 
terminology recommended for the “Health Status” column): 


Description (include the Source 
species and any other special Age/Size on | (e.g., Name of Vendor, 
features not shown Gender Receipt Collaborator, or Pi of Health Status 


elsewhere in this table) local breeding colony) 


1. Numbers of animals requested. See ACORP Insiructions, for descriptions of the categories and how to 
itemize the groups of animals. 


USDA Category B 
Procedures 


Species / satay uaa Group / tegory 


USDA Gategory C 
Procedures 


Year4 | Year2 | Year3 | Year4 | Year5 C TOTAL 
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USDA Category D 
Procedures 


as pe re ad 
aa 
cea anaes enone CE ose NN EL 


USDA Category E 
Procedures > 


Species / Experimental Group / | Year 5 | Category 
Year1 | Year2 | Year3 | Year4 | Year5 E TOTAL 


J. Management of USDA Category D procedures. Indicate which statement below applies, and provide the 
information requested. 


> ( } This protocol does NOT include any Category D procedures. 


> ( ) This protocol INCLUDES Category D procedures. List each Category D procedure and provide the 


information requested. (For surgical procedures described in Appendix 5, only identify the procedure(s) 
and enter “See Appendix 5 for details.) ; 


Aged Method{(s) by which pain | 
__,__ Monitoring or distress will be 
(indicate the method{s) lleviated duri aft 
to be used, and the 5 ae rie aan ss | 
Procedure frequency and duration erson(s) oa isl € procedure (inclu 
of moniforina through for the monitoring the dose, route, and 
g g duration of effect of any 
posi-procedure 


recovery) agents to be 


K. Justification of Category E procedures. Indicate which statement below applies, and provide the 
information requested. 
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» ( ) This protocol does NOT include any Category E procedures 


» ( ) This protocol INCLUDES Category E procedures. Identify each Category E procedure included in 
this ACORP and justify scientifically why the pain or distress cannot be relieved. 
> 


Veterinary Care and Husbandry 


f 


L. Veterinary Support. 


1. Identify the laboratory animal veterinarian who is responsible for ensuring that the animals on this 
protocol receive appropriate veterinary medical care. 


Name> 
Institutional affiliation > 
email contact> 


2. Veterinary consultation during the planning of this protocol. 
Name of the laboratory animal veterinarian consulted» 


Date of the veterinary consultation (meeting date, or date of written comments provided by the 
veterinarian to the PIS » 


M. Husbandry. As a reference for the animal husbandry staff, summarize here the husbandry requirements 
‘ of the animats on this protocol. (Use Appendix 6 to justify the use of any special husbandry and to detail its 
effects on the animals. Use Appendix 9 to document any aspects of the husbandry that involve 
“departures” from the standards in the Guide, Consult the IACUC or the Attending Veterinarian for help in 
determining whether any “departures” are involved.) 


1. Caging needs. Complete the table below to describe the housing that will have to be accommadated by 
the housing sites for this protocol: : 


d. Is this housing é. Estimated 
c. Number of consistent with the | maximum number 
individuals per Guide and USDA of housing units 
housing unit** regulations? needed at any one 
ti 


es/no 


*See ACORP instructions, for quidance on describing the type of housing needed. If animais are to be 
housed according to a local Standard Operating Procedure (SOP), enter “standard (see SOP)° here, 
and enter the SOP into the table in item Y. If the local standard housing is not described in a SOP, 
enter “standard, see below’ in the table and describe the standard housing here: 

> 


** The Guide states that social animals should generally be housed in stable pairs or groups. Provide a 
justification if any animals will be housed singly (if species is not considered “social’, then so note} 
> ‘ 
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***Use Appendix 9 to document “departures” from the standards in the Guide. 


2. Enrichment. Complete the table below to indicate whether “standard” exercise and environmental 
enrichment will be provided to the animals on this protocol, or whether any special supplements or 
restrictions will be required (See ACORP Instructions, for more information on enrichment 
requirements. Use Appendix 9 to document any enrichments requirements that represent “departures” 
from the standards in the Guide.): 


a. Species b. Description of Enrichment | c¢. Frequency —_| 
na Gerken ig Rit etic ae ee ee eG ICS, Shain, 
ea Capea ee Seine ee ee, (ene RIES, 


*If enrichment will be provided according to a local SOP, enter "standard {see SOP) and enter the SOP 
into the table in tem Y. If the local standard enrichment is not described in a SOP, enter “standard, see 


below’, and describe the standard species-specific enrichment here. 
> 


3. Customized routine husbandry. Check all of the statements below that apply to the animals on this 


protocol, and provide instructions to the animal husbandry staff with regard to any customized routine 
husbandry needed. 


» ( ) This ACORP INCLUDES genetically modified animals. 


List each group of genetically modified animals, and describe for each any expected 
characteristic clinical signs or abnormal behavior related to the genotype and any customized 
routine husbandry required to address these. For genetic modifications that will be newly 
generated on cr for this protocol, describe any special attention needed during routine 
husbandry to monitor for unexpected clinical signs or abnormal behavior that may require 
customized routine husbandry. 

> 


» ( ) Devices that extend chronically through the skin WILL be implanted into some or all animals on 
this protocol. Describe any customized routine husbandry tc be provided by animal husbandry staff to 
minimize the chances of chronic infection where the device(s) penetrate the skin. 

> 


» ( ) Some or all of the animals on this protocol WILL require other customized routine husbandry by 


a husbandry staff, beyond what has been described above. Describe the special husbandry 
needed. 


> 


» ( ) This ACORP does NOT include use of any animals that will require customized routine 
husbandry. 


N. ere Sites. Document in the tables below each location where animals on this protocal may be 
oused, 


> ( ) Housing on VA property. Identify each location on VA property where animals on this protocol will be 
housed, and indicate whether or not each location fs inside the VMU. 
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Buildin Room number Inside of VMU? 
: ae ee 


> ( ) Housing in non-VA facilities. Identify each location not on VA property where animals on this 
protocol will be housed, and provide the information requested in the table. 


is this err Or eae by Building 
um Number 


Se = = sees [iS SaceROMiGis: 11 (epee! 


*See ACORP Instructions, for a list of AAALAC accreditation status options. 


™For any facility listed above that is not accredited by AAALAC, attach documentation that a waiver has 
been granted by the CRADO. 


Special Features 
0. Antibody Production. Will any of animals on this protocol be used for the production of antibodies? 
> ( ) Some or all of the animals on this protocol WILL be used in the production and harvesting of 
antibodies. Check “Appendix 2” in Item Y, below, and complete and attach Appendix 2, “Antibody 
Production’. 
> ( ) NO animals on this protocol will be used in the production and harvesting of antibodies. 


P. Biosafety. Will any substances (other than those used in routine husbandry or veterinary care) be 
administered to the animals on this protocol? 


> ( ) This protocol INVOLVES administration of substances to the animals other than those used in 
routine husbandry and veterinary care. Check “Appendix 3° in item Y, below, and complete and attach 
Appendix 3, “Biosafety”. 


> ( ) This protocol does NOT involve administration of any substances to the animals other than those 
used in routine husbandry and veterinary care. ) 


Q. Locations of procedures. Complete the table below, listing the location(s), inside or outside of the animal 
facility, for each of the procedures to be performed on animals on this protocol. 


Procedure idee Requires transport through non-research areas? 
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. Body Fluid, Tissue, and Device Collection. List each body fluid, tissue, or device to be collected, and 


. Surgery. Does this protocoi include any surgical procedure(s)? 


. Endpoint criteria. Describe the criteria that will be used to determine when animals will be removed from 


- Termination or removal from the protocol. Complete each of the following that applies: 


Protocol No. Assigned by the [ACUC» 
Official Date of Approval» 


J Yes | No] | Yes—describe method of discreet transport__| No | 
Ree 


complete the table below to indicate the nature of the collection. Check the relevant Appendices in Item Y, 
below, and complete and attach them, as shown in the column headings. 


Collected BEFORE Euthanasia 


Blood Collection Other 
: Collected | Associated with ss 28 | Collection from 
Body Fluid, Tissue, or Device to be AFTER Antibody arora | Live Animals 
Collected Euthanasi , Surgical : 
uthanasia Production (Appendix 4, 


(Appendix 2, Procedure *Antemortem | 


{Appendix 5, Specimen 


> { ) Surgery WILL BE PERFORMED on some or all animals on this protocol. Check “Appendix 5” in 
ftem Y, below, and complete and attach Appendix 5, “Surgery”. 


>» ( ) NO animals on this protocol will undergo surgery. 
the protocol or euthanatized to prevent suffering. (Use Appendix 9 to document any “departures” from the 


Standards in the Guide represented by these criteria. Consult the IACUC or the Attending Veterinarian for 
help in determining whether any “departures” are involved.) 
> 


> ( } Some or all animals will NOT be euthanatized on this protocol. Describe the disposition of these 
animals. (Use Appendix 9 to document any “departures” from the standards in the Guide represented by 
these methods of disposition. Consult the IACUC or the Attending Veterinarian for help in determining 
whether any “departures” are involved.) 

: 


> (} Some or all animals MAY be euthanatized as part of the planned studies. Complete the table below 
to describe the exact method(s) of euthanasia to be used. (Use Appendix 8 to document any departures 
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from the standards in the Guide represented by these methods. Consult the [ACUC or the Attending 
Veterinarian for help in determining whether any “departures” are involved.) 


Classification 


Method of Euthanasia 


Conditionally 
Acceptable 


CO. from a compressed gas tank 
Duration of exposure after apparent clinical death> 
Method for verifying death> 

Secondary physical method > 


( 


| Anesthetic overdose 


Route of administration» 


Decapitation under anesthesia 
Agent 
Dose> 
Route of administration> 


Route of administration> 


| | Other (Describe) » 
Other (Describe) > 
il 
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1. For each of the methods above that is designated as “Conditionally Acceptable” by the AVMA, describe 
how the conditions for acceptability will be met: 
> 


2. For each of the methods above that is designated as “Unacceptable” by the AVMA, give the scientific 
reason(s) that justify this deviation fram the AVMA Guidelines: 
>» . 


3. Identify all research personnel who will perform euthanasia on animals on this protocol and describe 
their training and experience with the methods of euthanasia they are to use in the species indicated, 
> 


4. Instructions for the animal care staff in case an animal is found dead. 

a. Describe the disposition of the carcass, including any special safety instructions. If disposition is to 
be handled according to a local SOP, enter “according to local SOP” and enter the information 
requested about the SOP into the table in Item Y. 
> 


b. Describe how the PI's staff should be contacted. 
> ( ) Please contact a member of the PI's staff immediately. (Copy the lines below for each 
individual who may be contacted} 
Name> 
Contact Information> 


> ( ) There is no need to contact the Pl’s staff immediately. Describe the routine notification 
procedures that will be followed. Ifthe routine notification procedures are described in a local SOP, 
enter “according to local SOP” and enter the information requested about the SOP into the table in 
Item Y. 

> 


V. Special Procedures. List each special procedure (including special husbandry and other special 
procedures) that is a part of this protecol, and specify where the details of the procedure are documented. 
See ACORP insiructions, for examples. 


Other ltems in this 
ACORP — specify the 


ltem letter{s) 
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*lf any special procedure is detailed ina SOP, identify the SOP and enter the information requested about 
the SOP in the table in Item Y. 


**If any special procedure is detailed in Appendix 6, check “Appendix 6° in Item Y, below, and complete 
and attach Appendix 6. 


(Use Appendix 9 to document any “departures” from the standards in the Guide represented by these 
procedures. Consult the IACUC or the Attending Veterinarian for help in determining whether any 
“departures” are involved.) 


W. Consideration of Alternatives and Prevention of Unnecessary Duplication. These are important to 
minimizing the harm/benefit to be derived from the work. 


4. Document the database searches conducted. 
List each of the potentially painful or distressing procedures included in this protocol. 
> 
Then complete the table below to document how the database search(es) you conduct to answer Items 
W.2 through W.5 below address(es) each of the potentially painful or distressing procedures. 


Indicate which mandate 
each search addressed 


o |38/ee}__ 
: a 
Potentially — @ S| = S| os 
Period of painful or l= |SEl|2e/ a= 
Name of the | Date of years distressin Keywordsandor | Sq | §2/E2/ 286 
covered by proce sei search strategy used | S= = 3/28/22 
c Seren Se dil 
the search | ‘addressed eis eee ss 
Gg = ee eS o% 
a |BElEo ss 
e |*s|eg|* 


es i ee A eee 0s ee eee 
ee ae Cae ae ees KON Re ES 
aerate es ee eee ee Sen FORO Pe ee 
a here ee an ee ES ss eT ees 


2. Replacement. Describe the replacements that have been incorporated into this work, the replacements 
that have been considered but cannot be used, and the reason(s) that further replacements are not 
acceptable. 
> 


‘ 3. Reduction. Describe how the number of animals to be used has been minimized in this protocol and 
explain why further reduction would disproportionately compromise the value of the data. 
> 


} 
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4, Refinement. Describe the refinements that have been incorporated into this work and explain why no 
further refinements are feasible. 
» 


5. Describe how it was determined that the proposed work does not unnecessarily duplicate work already 
documented in the literature. 
> 
X. Other Regulatory Considerations. 
1. Controlled drugs. 
a. Complete the table below fer each drug that is used in animals on this protocol and that is classified 


as a controlled substance by the DEA. See ACORP Instructions, for explanations about the 
information requested. 


| —s« Storage _ Location for Use 


Double- F bie gadis Authorized VA beers on Phar Mare 

locked | (OUDIE” — Property | a | VA 
iocked* mpcat 

mee eee eee 2 ee 


ae ee 
a i eT oe ees Er ee 
*For any controlled substance that will NOT be stored under double lock, with limited access, 


describe how it will be stored, and explain why this is necessary. 
> 


Controlled 
substances 


b. Check each statement below that applies, to confirm that all controlled substances used on this 
protocol will be procured according to VA pharmacy policies: 


> ( ) Some controlled substances will used on VA property, and all of these will be obtained 
through the local VA pharmacy. 


> { ) Some controlled substances will not be obtained through the local VA pharmacy, but none of 
these will be used on VA property. See the ACORP Instructions, for further information. 


> ( } Other. Explain 


2. Human patient care equipment or procedural areas. Does this protocol invoive use of any human 
patient care equipment or procedural areas? 


»() Yes, some human patient care equipment or procedural area(s) will be used for the animal 
Studies on this protocol. Check “Appendix 7” in Item Y, below, and complete and attach Appendix 7, 
“Use of Patient Procedural Areas for Animal Studies’. 


( } ty human patient care equipment or procedural areas will be used for the animal studies on this 
protocol. 
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3, Explosive agents. Does this protocol involve use of any explosive agent? 


> ( } Yes, some explosive agent(s) will be used on this protocol. Check “Appendix 3” and “Appendix 
8" in tem Y, below, and complete and attach Appendix 8, “Use of Explosive Agent(s) within the Animal 
Facility or in Animals”, as well as Appendix 3, “Biosafety”. 


» ( } No explosive agent(s) will be used as part of this protocol. 


Y. Summary of Attachments. To assist the reviewers, summarize here which of the following apply to this 
ACORP. 


Appendices. Indicate which of the Appendices are required and have been completed and attached to 
this protocol. Do not check off or alfach any appendices that are not applicable to this ACORP. 


> ( ) Appendix 1, “Additional Local Information” 

> ( } Appendix 2, “Antibody Production” 

» ( } Appendix 3, “Biosafety” 

> { } Appendix 4, “Ante-mortem Specimen Collection” 

» ( } Appendix 5, “Surgery” 

> ( ) Appendix 6, “Special Husbandry and Procedures” 

>» { } Appendix 7, “Use of Patient Care Equipment or Areas for Anirnal Studies” 
>» ( ) Appendix 8, “Use of Explosive Agent(s) within the VMU or in Animals’ 

» ( } Appendix 9, “Departures from “Must” and “Should” Standards in the Guide” 


Standard Operating Procedures (SOPs). List in the table below, each of the SOPs referred to in this 
protocol, providing the information requested for each one, The approved SOPs must be included when 
the approved ACORP and Appendices are submitted for Just-in-Time processing before release of VA 
funding support. 


Z. Certifications. Signatures are required here for any ACORP that is to be submitted to VA Central Office in 
support of an application fer VA funding. Include the typed names and dated signatures as shown below 
for the Main Body of the ACORP and for each of the Appendices that apply to this protocol. Do NOT 
include signatures for, or attach, any appendices that do NOT apply. 


{. Main Body of the ACORP. 
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; a. Certification by Principal Investigator(s): 
| certify that, te the best of my knowledge, the information provided in this ACORP is complete and 
accurate, and the work will be performed as described here and approved by the [ACUC. | 
understand that IACUC approval must be renewed at least annually, and that the IACUC must 
perform a complete de novo review of the protocol at least every three years, if work is to continue 
without interruption. 1 understand further that | am responsible for providing the information 
required by the [ACUC for these annual and triennial reviews, allowing sufficient time for the IACUC 
to perform the reviews before the renewal dates, and that | may be required to complete a newer 
version of the ACORP that requests additional information, at the time of each triennial review. 


lL understand that further IACUC approval must be secured before any of the following may be 
implemented: 


e Use of additional animal species, numbers of animals, or numbers of procedures performed on 
individual animals; 

e Changing any procedure in any way that has the potential to increase the pain/distress category 
to which the animals should be assigned, or that might ctherwise be considered a significant 
change from the approved protocol; 

s Performing any additional procedures not already described in this ACORP; 

« Use of any of these animals on other protocols, or by other investigators. 


i further certify that: 


e No personnel will perform any animal procedures on this protocol until the [ACUC has confirmed 
that they are adequately trained and qualified, enrolled in an acceptable Occupational Health 


and Safety Program, and meet all other criteria required by the IACUC. When new or additional 


personnel are to work with the animals on this protocol, | will provide this information to the 
iACUC for confirmation before they begin work; 

* Iwill provide my after-hours contact information to the animal care staff for use in case of 
emergency. 


Name(s) of Principal 
Investigator(s) 


b, Certification by IACUC Officials. 


We certify that: 


* We, with the IACUC, have evaluated the care and use of animals described on this ACORP, in 
accordance with the provisions of the USDA Animal Welfare Act Regulations and Standards, 
PHS Policy, the Guide for the Care and Use of Laboratory Animals, and VA Policy; 
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» The IACUC has determined that the care and use of animals described in this ACORP is 
appropriate, and has therefore approved the protocol; 

2 The full text of any minority opinions is documented here as indicated below. 
> ( ) No minority opinions were submitted by any IACUC participant for inclusion. 


> ( ) Minority opinions submitted by IACUC participants are copied here 
> 


> ( } Minority opinions submitted by IACUC participants are attached on separate pages 
labeled "IACUC Minority Opinion” (indicate the number of pages> } 


| Name of Attending Veterinarian . 
=| =< |= 


2. Appendix 2. Antibody Production. No signatures required. 
3. Appendix 3. Biosafety. 
a. Certification by Pi(s) and IACUC Officials: 
We certify that - 
« Before any animal experiments involving hazardous agents (identified in Item 10.a of Appendix 
3) are performed, SOPs designed to protect all research and animal facility staff as well as non- 


study animals will be developed and approved by the appropriate VA or affiliated university 
safety committee and by the IACUC; 


* All personnel who might be exposed to the hazardous agents (identified in Item 10.a of 
Appendix 3) will be informed of possible risks and will be properly trained ahead of time to follow 
the SOPs to minimize the risks of exposure. 


Name(s) of Principal ‘ 
Investigator(s) Signature(s) 
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b. Certification by Biosafety Official. 1 certify that: 


* Each agent to be administered to animals on this protocol has been properly identified in Item 1 
of Appendix 3 as to whether it is “toxic”, “infectious”, “biological”, or “contains recombinani 
nucleic acid’; 

* The use of each of the agents thus identified as “toxic”, “infectious”, or “biological’, or “contains 
recombinant nucleic acid” is further documented as required in Items 4, 5, 6, and/or 8, as 
applicable, and in item 10.a of Appendix 3; 


*« The use of each of these agents has been approved by the appropriate committee{s) or 
Oofficial(s), as shown in Item 10.a of Appendix 3. 


Name of the Biosafety Officer, or 
of the Chair of the Research 
Safety or Biosafety Committee 


$ 


c. Certification by Radiation Safety Official. | certify that 


* Each agent to be administered to animals on this protocol has been properly identified in Item 1 
of Appendix 3 as to whether it is “radioactive”; 


* The use of each radioactive agent is further documented as required in Items 7 and 18.a of 
Appendix 3: 


e The use of each radioactive agent has been approved by the appropriate committee(s), as 
shown in Item 10.a of Appendix 3. 
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4. Appendix 4. Ante-mortem Specimen Collection. No signatures required. 


Name of the Radiation Safety 
Officer, or of the Chair of the 
Radiation Safety or [sotope 
Committee 


5. Appendix 5. Surgery. Certification by the Pl(s). | certify that: 


e To the best of my knowledge, the information provided in Appendix 5 of this ACORP is complete 
and accurate; 

e The surgical procedures will be performed and the post-operative care (including administration of 
post-operative analgesics) will be provided as described; 

e The spaces where any survival surgical procedures will be performed (listed in Item 4 of Appendix 
5) are suitable for sterile/aseptic surgery; 

* The names and contact information for research personnel to notify or consult in case of 
emergencies will be provided fo the VMU supervisor and veterinary staff; 

e Post-operative medical records will be maintained and readily available for the veterinary staff and 
the [ACUC to refer to, and will include the following: 


o Identification of each animal such that care for individual animals can be documented. 

o, Daily postoperative medical records for each animal, that include documentation of daily 
evaluation of overall health and descriptions of any complications noted, treatments provided, 
and removal of devices such as sutures, staples, or wound clips; 

o Decumentation of the administration of all medications and treatments given to the animals, 

: including those given to reduce pain or stress. 
co Daily records covering at least the period defined as “post-operative” by local policy. 
o The signature or initials of the person making each entry. . 


Name(s) ' 
of Principal Investigator(s) Signature(s) 


6. Appendix 6. Special Husbandry and Procedures. No signatures required. 
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7. Appendix 7. Use of Patient Care Equipment or Areas for Animal Studies. 


a. 


Certification by the Principal Investigator(s). | certify that, to the best of my knowledge, the , 
information provided in Appendix 7 of this ACORP is complete and accurate, and the use of patient 
care equipment or areas for these animal studies will be as described. 


Name(s} ; 
of Principal Investigator(s) Signature(s) 


. Certification by the officials responsible for the use of any human patient care equipment in 


animal procedural areas. Each of the following must sign to indicate that they have qranted 
approval for the human patient care equipment to be moved to the VMU or other animal procedural 
area fo be used on animals and then returned to the human patient care area, as described in 
Appendix 7. Leave this section blank, if not applicable. 


Name of the Manager of the | Dat 
Human Patient Care Equipment e 


Certification by the officials responsible for the use of the equipment in human patient care 
areas for these animal studies. Each of the following must sign to indicate that they have granted 
approval for animals to be transported into human patient care areas for study or treatrnent, as 
described in Appendix 7. Leave this section biank, if not applicable. 


Name ofIACUC Chair | Signature | Date 


Name of Attending Veterinarian 
{¥MO or VMC) 
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Name of the Chair of the Clinical 
Executive Board, or the Service ; 
Chief responsible for the Patient Signature 
Care Area and Equipment 


Name of ACOS for R&D 


a 
t 
{ 
‘ 


Name of Director or CEO of the ' 
8. Appendix 8. Use of Explosive Agent(s) within the Animal Facility or in Animals. 
a. Certification by the Principal Investigator(s). 


| certify that, to the best of my knowledge, the information provided in Appendix 8 of this Animal 
Component of Research Protocol (ACORP) is complete and accurate, and the use of explosive 
agents in these animal studies will be as described. 


| further certify that: 


¢ Procedures involving explosive agent(s) will be performed within a properly operating, 
ventilated safety hood; 

e All electrical equipment operating when explosive agent{s) are in use will be positioned and 
powered outside of the hood; 

2 Once the seal is broken on any containers of explosive agents, they will be kept in a safety hood 
throughout use, stored in an explosion-proof refrigerator or other approved storage area, and 
discarded properly once completely emptied; 

* Proper procedures will be used for safe and appropriate disposal of items (including animal 
carcasses) that may contain residual traces of the explosive agent{s). 


Name(s) : 
of Principal Investigator(s) Signature(s) | Date | 
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b. Certification by the officials responsible for overseeing the use of explosive agent(s) in this 
protocol. Each of the following must sign to verify that they or the committee they represent have 


granted approval. 


Name of Attending Veterinarian | Date | 
(VMO or VMC) 
Name of Safety/Biosafety Officer . 


$. Departures from “Must” and “Should” Standards in the Guide. No signatures required. 


Appendix 7 - Blank IACU/OB Protocol Form 


ACORP App. 7 Last Name of Pi» 
Protocol No. Assigned by the iIACUCr 
Official Date of Approval» 
ACORP Appendix 1 
ADDITIONAL LOCAL INFORMATION 
VERSION 4 


(This appendix may be used to collect additional information required by the local [ACUC. See ACORP App. 1 
instructions, for more detailed explanations of the information requested.) 
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ACORP App. 2 


‘ACORP AppenDix 2 
ANTIBODY PRODUCTION 
VERSION 4 


Last Name of Pi> 
Protocol No. Assigned by the iACUCm 
Official Date of Approval> 


See ACORP App. 2 Instructions, for more detailed explanations of the information requested. 


1. Immunization. Provide the information requested below for any animals to be used for raising antibodies 


specifically for use in this Breiner 


a. Describe the immunization protocol in the table below, using a separate row for each day on which any 
agent (including primer, antigen, and/or adjuvant) will be administered. (Make sure that each primer, 


antigen, and adjuvant is also included in Appendix 3.) 


Antigen 
name, 


concentration, 
and volume 


Total 
amount 
(mg) and 
volume (ml 


Adjuvant — give 


Total 
injection Divided 
volume among 
{mb per how 
animal many 
(antigen injection 
plus 
adjuvant) 


Injection 
route and 
location of 

injection 
site(s) on 


b. Describe how each antigen will be screened to make sure that it does not harbor infectious agents that 
could infect other laboratory animals or people after injection. 


> 


CG. 


List possible adverse effects that miqht be observed in animals receiving the prepcsed primer, antigen 


and/or adjuvant iniections, and describe the measures that will be taken if these adverse effects occur: 
> 


d. Give the justification for using any primer or adjuvant that is expected to cause pain or distress in the 


animals. 
> 


2. Survival Blood Collection. Will blood be collected as a survival procedure for the production and 


harvesting of antibodies on this protocol? 


> ( ) No, the production and harvest of antibodies on this protocol does not involve survival collection of 


blood. 


>» () Yes, this protocol requires the collection of blood in a survival procedure, before (as a “pre-bleed”) 
and/or after immunization. Make sure this is included in item R of the ACORP, and complete items 2.a, 


2.b, and 2.c, below. 
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a. Describe each survival collection of blood in the table below, including any “pre-bleeds’ prior to 
immunizations: 


Amount of Blood 


Collected at any one 
time, Kiinabar GF Time Interval(s} Volume 
Site of Bicad Collection | expressed as volume Blood 
(ml} and as % of Collections 


Between 
Successive 


body weight (assume Collections 


b. Will anesthetics, tranquilizers, or analgesics be administered for blood collection? 


> ( ) No anesthetics, tranquilizers, or analgesics will be administered for blood collection. Explain why 


it is appropriate or necessary NOT te administer pain-relieving agents: 
> 


> (-) Yes. Describe the administration of pain-relieving agents. including the name of each agent, and 

its dose (mg/kg), volume (ml, and route and frequency/duration of administration (Make sure this 

information is also included in Appendix 3): 
> 


c. Will volume replacement be provided for blood that is collected? 


> ( ) Volume will NOT be replaced for some of the blood collection listed. For each collection listed in 
Item 2.a, above, for which volume will NOT be replaced, explain why not. 
> 


> ( ) Volume WILL be replaced for some of the blood collection listed. For each collection listed in 
fem 2.a, above, for which volume WILL be replaced, describe the replacement(s) that will be provided 
(including the composition of the replacement(s), volume, and route of administration). 

> 


3. Terminal Blood Collection. Will animals be euthanatized by exsanguination, for harvest of antibodies? 
> ( ) No, this protocol does NOT involve terminal blood collection for harvest of antibodies. 
» (} Yes, this protocol DOES require terminal blood collection for the harvest of antibodies. Make sure 
this is included in Item R of the ACORP, and complete Items 3.a., 3. b., and 3:c., below: 


a. Describe the method{s} to be used for euthanasia and exsanquination: 
> 


b. Will anesthetics, tranquilizers, or analgesics be administered for exsanguination? 


>» ( } No anesthetics, tranquilizers, or analgesics will be administered for ihe exsanguination(s). 


Explain why it is appropriate or necessary NOT to administer pain-relieving aqents: 
2 ‘ 
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> 


» ( ) Yes. Describe the administration of pain-relieving agents including the name of each agent, and 
its dose (mg/kg), volume (ml), and route and frequency/duration of administration (Make sure this 
information is also included in Appendix 3}: 

> 


c. Describe how you will make sure that the animals are dead after collection of the blood: 
> 


4. Harvesting Feeder Cells. Describe the exact procedures (including administration of pain-relieving 
agents) that will be used on any donor animals from which feeder cells will be collected for this protocol, ; 
and estimate the number of animals needed for this purpose. Make sure that these animals are included in 
Item | of the ACORP, and that the harvesting of feeder cells is included in Item R of the ACORP. 
> 


5. Expansion of Hybridoma Cell Line(s) in vivo. Will any animals be used to expand hybridoma cell lines 
so that antibody can be harvested from ascites fluid? 


>» ( ) No animals will be used on this protocol for in vivo expansion of hybridoma cell lines. 

» ( ) Yes, this protocol requires use of some animals for in vivo expansion of hybridoma cell lines. Make 
sure that the animals used for this are included in Iter | of the ACORP, the priming agent and the 
hybridoma cells are documented in Appendix 3, and the collection of ascites fluid is included in Item R of 
the ACORP. Complete items 5.a, 5.b, and 5.c, below. 


‘a. Explain why alternate research methods that do not require the use of additional animals (e.g., in vitro 
cell culture systems for harvesting monoclonal antibodies) are not adequate to meet the research 
objectives of this project. 
> 


b. Complete the following table to summarize the procedures to be performed in expanding the hybridoma 
cell lines and collecting ascites fluid: 


Number of 
Hybridoma cell animals to be Priming agent 
line designation | used for ascites and volume 
production 


Number and 
timing of priming 
infections 


c. Describe the exact procedures (including administration of pain-relieving agents) that will be used for 
the abdominal taps to be performed on this protocol 
> 


d. List the criteria for euthanasia of animals prior to the last planned abdominal tap. 
» ’ 
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(Use Appendix 9 to decument any “departures” from the standards in the Guide represented by these 


procedures, Consult the IACUC or the Attending Veterinarian for help in determining whether any “departures” - 
are involved.) 
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ACORP APPENDIX 3 
BIOSAFETY 
VERSION 4 


See ACORP App. 3 Instructions, for more detailed explanations of the information requested. 


\ 
1. Summary of All Materials Administered to Animals on this Protocol. Complete the table below for all 
materials to be administered to any animal on this protocol, indicating the nature of the material by marking 
EVERY box that applies, and indicating the BSL number for any infectious agents: 


: Nature of Materiai 


Material Source 
(Identify the specific (identify the vendor or 
agent, device, strain, colleaque, or specify 

construct, isotope, etc.) which animals on this 
protocol will serve as 
donors) 


Contains Recombinant Nucleic Acid 
Routine Pre- or Post-Procedural Drug 


Enter the CDC Biosafety Level 
{Item 8) 


(BSL. 1, 2, 3, or 4) 


Infectious Agent (Item 5) 
Biological Agent (Item 6) 
Radioactive Agent (Item 7) 


Toxic Agent (Item 4) 
Euthanasia agent 


po ffs OTOL foto 
po fs OTOL TOTO! 
po fess PO fOT Oo Tool 
po 8 OTOP FOTO! 
po oss POOP Toto 
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2. Summary of How Materials will be Administered. Complete the table below for each of the materials 
shown in the table in Item 1 above: 


Material* 
(identify the 
specific agent, . 
device, strain, | number of ; and Expected 
construct, cells, mC} Effects 
isotope, etc.) and 
Volume 


Location of Further Detalls in this 
ACORP (specify “Main Body” or 
“App #’, and identify the Item) 
Administration Under Anesthesia, 
sedation, or tranquilization (Y/N) 


*Each material, diluent, or vehicle that is listed as FDA approved or is labeled “USP” is pharmaceutical 
grade. Check on-line for formulations that are FDA approved for administration to humans 
(hitp:/Awww.fda.gov/Drugs/informationOnDruqs/ucm 129662 him) or animals 
(hitp:/Awww.fda.gov/AnimalVeterinary/Products/ApprovedAnimalDrugProducts#JCM042847)}. Designate 


with a* each material and each diluent or vehicle to be used that is not pharmaceutical grade. For each of 
these, explain here why the use of a non-pharmaceutical grade formulation is necessary, and describe how 
it will be ensured that the material is suitable for use. (See ACORP App. 3 Instructions, for specifics about 
the level of detail required.} 

> 


3. Anesthesia, Sedation, or Tranquilization, Complete 3.a. and 3.b. below: 


a. For each material with “Y” entered in the last column of the table in Item 2 above, describe the 
anesthesia, sedation, or tranquilization to be used, identifying the anesthetic, sedative, or chemical 
tranquilizer, and detailing the dose, volume, and route of administration (Make sure that these agents 
are alse included in tern 1 of this appendix, as materials to be administered): 
> 


b. For each material with “N’ entered in the last column of the table in Item 2 above, explain why no 
anesthesia, sedation, or tranquilization is necessary, or can be provided, and describe any alternate 
methods of restraint that will be used. 
> 


4, Toxic Agents. Complete the table below for each of the materials listed as a “toxic agent” in the table in 
Item 1 above, checking the all of the properties that apply (see ACORP App. 3 instructions, for details). 
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d. Select Agent? 
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*For each “select agent’ that requires registration/approval (copy the lines below for each agent): 


Name of agent > 


Registered with CDC or USDA > 
Registration Number > 
Registration Date > 
Expiration Date of Registration > 


Name of official who granted approval on behalf of VACOP> 
Date of approval> 


5. Infectious Agents. Complete the table below for each of the materials listed as an “infectious agent’ in 


the table in Item 1 above (see ACORP App. 3 Instructions, for details), 


Name and BSL | a. ABSL 


Number of Number | b. Drug Sensitivity Panel Available? (Describe) 
Infectious Agent . 


Not a Select Agent 
Select Agent used in 
Sub-threshold quantities 
Select Agent that 
Requires 
Registration/Approval 


3 
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*Complete the following for each agent for which the ABSL Number given is less than the BSL Number 
shown (copy the lines below for each agent): 


Name of agent > 
Justification for applying ABSL measures that are less protective than those recommended » 


**For each “select agent” that requires registration/approval (copy the lines below for each agen). 
Name of agent > 


Registered with CDC or USDA > 
Registration Number > 
Regisiration Date > 
Expiration Date of Registration > 


. Name of official who granted approval on behalf of VACO» 
Date of approval> 


6. Biological Agents. Complete the table below for each of the materials listed as a “biological agent’ in the 
table in Item 1 above {see ACORP App. 3 instructions, for details). 


| Name of Biological Agent Screening for Infectious Agents 


7. Radioactive Agents. Complete the table below for each of the agents listed as a "radioactive agent” in the 
table in Item 1 above (see ACORP App. 3 instructions, for details). 


Name of Radioactive Agent Approving Committee or 
(specify the isotope) Official 
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8. Agents Containing Recombinant Nucleic Acid. For each of the materials checked in the table in Item 1, 
_above, as “contains recombinant nucleic acid”, indicate which of the conditions applies (Gee ACORP App. 3 
Instructions, for details). 


Subject to the N/H Guidelines for 
Research Involving 
Recombinant DNA Molecules 


. Name of Agent 
that Contains Recombinant Nucleic Acid 


8. Potential for Pain or Distress. Complete the table below for each of the agents listed in Item 1, above, 
that is expected to have potentially painful or distressing effects on the animals (see ACORP App. 3 
Instructions, for details). 


Nature of Potential Measures to Alleviate 


10. Protection of Animal Facility Staff from Hazardous Materials. Complete Items 10.a and 10.b, below, 
for each of the agents listed in the table in Item 1, above, as “toxic”, ‘infectious’, “biological”, “radioactive”, 
or “contains recombinant nucleic acid” (detailed in Iterns 4 — 8}. This item specifically addresses members 
of the animal facility staff; protection of the research staff from each of these agents must be addressed in 
item G of the main body of the ACORP. See ACORP App.3 Instructions, for details. 


a. Complete the table below. 


Name of Hazardous Approving Committee 
Agent or Official 
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5. Detail how the individuals listed in the table above (Item 10.a.) have been (or will be) informed of the 
possible risks of exposure, and have been (or will be) trained to avoid exposure to these agents. 
> 


41. Signatures. Provide the applicable signatures on the signature pages (Iter Z.3) of the main body of this 
ACORP. 
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ACORP App. 4 
Protocol No. Assigned by the IACUC> 
Official Date of Approvai> 
ACORP Appendix 4 
ANTEMORTEM SPECIMEN COLLECTION 
VERSION 4 


See ACORP App. 4 Instructions, for more detailed explanations of the information requested. 


1. Summary. Complete the table below for each specimen to be collected from a live animal on this protocol 
(see ACORP App. 4 Instructions, for details). 


Time Intervals 
Between 
Successive 
Collections 


Amount Collected 


Specimen Site and Method of 
Each Time 


Collected Collection 


Anesthesia 
Replacement 
(Yes/No/NA) 
Total Number 
of Collections 
per Animal 


2. Use of Anesthetics, Tranquilizers, or Analgesics. 


a. For each specimen described in Item 1, above, as being collected WITHOUT anesthesia, complete 
Items 2.a(1) and 2.a(2), below: 


(1) Explain why no measures will be taken to prevent pain (e.g., because of scientific requirements 
described here, or because the collection method involves no more than minor or momentary pain). 
> 


~ 


(2) Completely describe any method of physical restraint that may be used. 
> 


b. For each specimen described in Item 1, above, as being collected WITH anesthesia, complete the 
following table: 


3. Volume Replacement for Fluid Collections. 


a. For each fluid specimen described in Item 1, above, for which NO volume replacement will be provided, 
: explain why not. 
> 
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b. For each fluid specimen described in Item 1, above, for which volume replacement WILL be provided, 
describe the replacement fluids that will be administered (including their composition, volume, and route 
of administration). 
> 


4. Monitoring the animals. Detail how the animals will be monitored after collection of specimens to ensure 
that they recover appropriately (see ACORP App. 4 Instructions, for details}. 
> 
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ACORP Appendix 5 
SURGERY 
VERSION 4 


See ACORP App. 5 Instructions, for more detailed explanations of the information requested. 


1. Surgery Classification. Complete the table below for each surgery included in this protocol, and indicate 
how it is classified (terminal, minor survival, major survival, one of multiple survival). See ACORP App. 5 


Instructions, for details. 
Terminal : , One of 


| s | Description 

(specify the species, if ACORP covers more than one} 
Dt ee ee | ee ee 
Ee ee eemnee es el Oe Se eo eee 
cs nnn: SS ae ee ee es ae 
Ae ee eee ee 


*If survival surgery (including major surgeries and any minor surgeries that may induce substantial post- 
procedural pain or impairmeni) will be performed as part of this protocol in addition to any other such 
surgery (on this or another protocol) on the same individual animal, complete items 1.a and 1.b, below: 


a. Provide a complete scientific justification for performing the multiple survival surgeries on an individual 
rll 
b. ove the interval(s} between successive surgeries, and the rationale for choosing the intervals): 

2. Description of Surgeries. Describe each surgery listed in Item 1, providing enough detail to make it clear 
what the effects on the animal will be. (Pre-operative preparation, anesthesia, and post-operative recovery 
will be covered in items 5, 6, and 7, below.) 

Surgery 1 > 
Surgery 2 > 
Surgery 3 » 
Surgery 4 > 


3. Personnel. Complete the table below for each individual who will be involved in any of the surgeries on 
this protocol. 


7 4 
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Other (describe} 


Surgeon 

_ Assistant 

Manage 
Anesthesia 


4. Location of surgery. Complete the table below for each location where surgery on this protocol will be 
performed. 


Building 


eee eee eee eee, eee) eer A ee eee 


*For each space that is not in a dedicated surgical facility, provide the justification for using this space for 
surgery on this protocol 
> 


5. Pre-operative protocol. 


a. Pre-operative procedures. Complete the table below for each pre-operative procedure that will be 
performed to prepare the animal(s) for surgery. 


Place 
Infravenous 
(Specify Catheter{s} 
Duration) (Specify Site{s)} 


[ep a 2 a | ©) 
ee 
Ee nen 2 ep, © eee 


Withhold 
Water 


Fast 


(Specify 
Duration) 


Cther — Describe 
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b. Pre-operative medications. Complete the table below. Include ageni{s) for induction of anesthesia, 
as well as any other pre-treatments that will be administered prior to preparation of the surgical sife on 
the animal. 


Pre-operative 
period of 
treatment 
(2.g., immediate, 
or # of days} 


Frequency of 
administration 


(e.9., 
times/day) 


c. Pre-operative preparation of the surgical site. For each surgery, identify each surgical site on the 
animals, and describe how it will be prepared prior to surgery. 


Surgery 1 > 
Surgery 2 > 
Surgery 3 > 
Surgery 4 > 
6. Intra-operalive management. 
a. Intra-operative medications. Complete the table below for each agent that will be administered to the 
animal during surgery. 


Surgery HS) | Dose (mg/kg) | -Routeof | Frequency 


of dosing 


Paralytic” 


* For each agent shown above as a paralytic, explain why its use is necessary, and describe how the 
animals will be monitored to ensure that the depth of anesthesia Is sufficient fo prevent pain. ~ 
> 


b. Intra-operative physical support. For each surgery, describe any physical support that will be 
provided for the animais during surgery (e.g., warming, cushioning, etc.}. 
> 


c. Intra-operative monitoring. Describe the methods that will be used to monitor and respond to 
changes in the state of anesthesia and the general well-being of the animal during surgery. 


3 
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ACORP App. & Last Name of Pi» 


7. Survival surgery considerations. For each survival surgical procedure indicated in Item 1 and described 
in Item 2, complete lems 7.a. — 7.g. 


a. Complete the tabie below for each survival surgery listed in Item 1, above. 


. For each surgery, describe the immediate post-operative support to be provided to the animals. 


. Post-operative analgesia. Complete the table below for each surgery listed in item 1, above. 


Protocol No. Assigned by the iACUCP> 
Official Date of Approval» 


> 
A 


Measures for Maintaining Sterility 


Survival Period 


w a 
= a 
oS ww 
= = 
3 ® 
p wey 

o rs 
i= i. 


* Describe any “other” measures fo be taken to maintain sterility during surgery. 
> 


Surgery 1> 
Surgery 2 > 
Surgery 3 
Surgery 4 > 


Frequency OF | period of 


treatment 
(e.g. days) 


Surgery # 


“For each surgery for which NO post-operative analgesic will be provided, enter “none” in the “Agent” 
column, and explain here why this is justified: 
> ‘ 


Appendix 7 - Blank IACU/OB Pratocol Form 


166 


ACORP App. 5 Last Name of Pi» 
Protocol No. Assigned by the IACUC> 
Official Date of Approval 


d. Other post-operative medications. Complete the following table to describe all other medications that 
will be administered as part of post-operative care. 


Surgery # a Dose (mg/kg) & Route of Frequency a . eriod “A 
(see Medication Volume (ml) | Administration dosing reatmen 
item 1 : e.g. times/da e.g. days 


@. Post-operative monitoring. After-hours contact information for the ersonnel listed musi be provided to 
the veterinary staff for use in case of an emergency. 


(1) Immediate post-operative monitoring 


Surgery # 


| Frequency 
(see Item 1) | of 


Duration at this Frequency | Name(s) of Responsible Individual(s) 
Monitoring 


Frequency | 
of 


Surgery # 


(see Item 1) Monitoring 


f. Post-operative consequences and complications. 


(1) For each surgery, describe any common or expected post-operative consequences or 
complications that may arise and what will be done fo address them. 


Surgery 1 > 
Surgery 2 > 
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ACORFP App. & Last Name of Pi» 
Protocol No. Assigned by the IACUC> 
Official Date of Approval> 

Surgery 3 » 

_ Surgery 4 > 


(2) List the criteria for euthanasia related specifically to post-operative complications: 
Surgery 1 > ; 
Surgery 2 > 
Surgery 3 >» 

Surgery 4 > 


(3) In case an emergency medical situation arises and none of the research personnel on the ACORP 
can be reached, identify any drugs or classes of drugs that should be avoided because of the 
scientific requirements of the project. {If the condition of the animal requires one of these drugs, the 
animal will be euthanatized instead.) 
> 


g. Maintenance of post-surgical medical records. Complete the table below for each surgery, specifying 
where the records will held, and identifying at least one individual who will be assigned to maintain 
accurate, daily, written post-surgical medical records. Indicate whether the named individuals are 
research personnel involved in this project, or members of the veterinary staff. 


i 
bt 
: Name(s) of Individual(s) Responsible for £5 
ECOL Bato Maintaining Written Records £6 
> 


ee ce eee ee ed 
es ee ane ee Cen nemeeneen a) Foe 
i Pea eas Fe ae 
Mn ar st ee ee 


&. Certification. The Pi must sign the certification statement in Item 2.5 of the main body of the ACORP. 
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ACORP App. 6 Last Name of Pi» 
a Protocol No. Assigned by the IACUC> 
Official Date of Approvail> 
ACORP APPENDIX 6 
; SPECIAL HUSBANDRY AND PROCEDURES 
VERSION 4 


See ACORP App. 6 Instructions, for more detailed explanations of the information requested. 
1. Description of Procedures. Complete the table below for each procedure listed in Item V of the main 


body of the ACORP that is not detailed in a SOP or in another item or Appendix of the ACORP. For each 
special procedure, check all features that apply. 


Brief Description 


Number 


usbandry 
Imaging 


Irradiation 
Other** 


—_ 
aE 

5 
26s 
a= 
2 3 
Oo = 
mo 2 
O 


Exercise 


pa a 
ee OO) ee) 
ee OE OOOO 
ce OO Oe) OO 
cA ee a OO Oe) Oi 


“Husbandry refers to all aspects of care related to the maintenance of the animals, including (but not 
limited to) provision of an appropriate diet, access to water, control of environmental conditions, and the 
selection of primary and secondary enclosures. 


“Describe any “Other” features that are involved. 
> 


a. Provide a complete description of each special procedure listed above, including the duration of the 
procedure, how frequently it will be repeated in any one animal, and any effects it is expected to have 
on the animal: 

Special Procedure 1 > 
Special Procedure 2 > 
Special Procedure 3 » 
Special Procedure 4 » 

b. Explain why each of these special procedures is necessary: 

Special Procedure 1 > 


Special Procedure 2 > 


Special Procedure 3 > 
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ACORP App. 6 Last Name of Pi» 
Protocol Ne. Assigned by the IACUC> 
Official Date of Approval> 

Special Procedure 4 > 


2. Personnel. Complete the table below for each special procedure listed in Item 1, above. Identify the 
individual(s) who will be responsible for carrying out the procedures, and those who will be responsible for 
monitoring the condition of the animals during and after the procedures. After-hours contact information for 
the personnel listed must be provided to the veterinary staff for use in case of an emergency. 


Procedure Responsible Individual(s) 
Number 
(see Item 13 Carrying Out Procedure Monitoring the Animals 


ieee ret 
ara 
Ea ee ee ee ee 


3. Potential Pain or Distress. Complete the table below for each special procedure identified in Item 1, 
| above, indicating for each procedure, whether potential pain and/or distress is expected, and, if so, 
describing the potential pain and/or distress and indicating whether any measures are fo be taken fo 
prevent or alleviate it. 


Expected Potential Pain and/or Distress 


a Jo Be | Notto Be 


a. For each pracedure for which potential pain and/or distress is expected, but WILL be prevented or 
alleviated by administration of the analgesic{s) or stress-relieving agents, complete the table below: 


Duration of 
Dose (mg/kg) Freq of | admin 


admin 
ee cimesidey) | Procedie) 


Describe any non-pharmacological measures to be taken to address the potential pain and/or distress: 


Special Procedure 1 > 
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ACORP App. 6 Last Name of Pi» 
Protocol No. Assigned by the IACUC > 
Official Date of Approval» 


Special Procedure 2 > 
Special Procedure 3 > 
Special Procedure 4 > 


b. For each procedure for which potential pain and/or distress is expected and will NOT be prevented or 
alleviated, provide the scientific justification for this: 


. Special Procedure 1 » 
Special Procedure 2 > 
Speciai Procedure 3 > 
Special Procedure 4 > 
4, Monitoring. Describe how the condition of the animals will be monitored during and after each of the 
special procedures, and list the criteria that will be used to determine when individual animals will be 


removed from groups undergoing these procedures, because of pain or distress (see ACORP App. 6 
instructions, for details): 


Procedure 


Monitoring Methods Endpoint Criteria 
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ACORP App. 7 Last Name of Pi> 
Protocol No. Assigned by the [ACUCm 
Official Date of Approval> 
ACORP APPENDIX 7 
USE OF PATIENT CARE EQUIPMENT AND/OR AREAS 
FOR ANIMAL STUDIES 
Version 4 
See ACORP App. 7 Instructions, for more detailed explanations of the information requested. 
1. Full Name(s) of Principal Investigator(s} > 
2. Equipment to be Used. 
a. Identify the equipment > 
b. Procedure(s) to be performed with this equipment > 


c. Describe how contamination of the human patient care equipment will be prevented and how the 
equipment will be cleaned/sanitized before its subsequent use for human patients. 
> 


@. Location(s) > 

b. Animal species to be studied or treated > 

c. Number of individual animals to be studied or treated » 
d. Date(s) > 


é, Time(s) of day > 


f. Procedure(s) to be performed on the animals in these areas > 
g. Protection and cleaning of patient care room surfaces > 


h. Benefits to VA patients. Briefly describe how this use of the human patient care areas for research on 
animal subjects potentially benefits VA patients. 
> 


$ 
i 
| 
| 
3. Human Patient Care Procedural Areas te be Used. 
i. Necessity for use of human patient care areas. Explain why this work on animal subjects cannot be 
performed within the animal facility or a research laboratory area. 
> 
j. Animal transport. Describe how the animals will be transported back and forth between the animal 
housing area and the human patient care areas. 
> 


k. Preventing human patients and patient care personnel from being affected by the presence of the 
animals. Provide detailed descriptions of the measures to be taken to address noises and odors, 
allergens, and zoonotic pathogens associated with the animals. ; 
> 


1 
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ACORP App. 7 Last Name of Pi> 
Protocol No. Assigned by the [ACUC> 
Official Date of Approval» 


4, reas Provide the signatures required on the signature pages {Item 2.7) of the main bedy of this 
CORP. 
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ACORP App. 8 - Last Name of Pip 
Protocol No. Assigned by the IACUC> 
Official Date of Approvail> 
ACORP APPENDIX 8 
USE OF EXPLOSIVE AGENT(S) WITHIN THE VIMU OR IN ANIMALS 
VERSION 4 


See ACORP App. 8 Instructions, for more detailed explanations of the information requested. 
4. Full namejs) of Principal Investigatoris) > 
2. Explosive agents to be used. 


a. Identify the explosive agents. Complete the table below. 


panes Name(s) Used to Name Shown for this 
g Refer to the Agentin | Agent on the MSDS on 


Number | This ACORP File 


c. Procedure(s} to be performed. Briefly describe the use of each of the explosive agents on this protocol 
and explain why it is necessary fo use these agents (why non-explosive replacements cannot be used 
instead). 
> 


d. Precautions to be taken to prevent explosions. Describe the measures to be taken fo store, use, and 
dispose of safely each explosive agent and any materials contaminated with it, and to prevent the 
generation of sparks in its presence. See ACORP App. 8 instructions, for a list of commonly used 
precautions. 
> 


e. Period of use. 
Beginning no earlier than (date) > 
Ending no fater than (date) > 


f. Animals that will be administered explosive agents: 
Species > 


1 
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ACORP App. & Last Name of Pi> 
Protocol No. Assigned by the [ACUC> 
Official Date of Approval 


Approximate weights of individual animals > 
Approximate number of animals > 


3. Personnel. Complete the table below for each individual who will handle any of the explosive agents as 
part of this protocol. 


4, pe baee Provide the signatures required on the signature pages {Item Z.8) of the main body of this 
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ACORP App. 9 Last Name of Pi> 
Protocol No. Assigned by the [ACUC> 
Official Date of Approval» 
ACORP Appendix S$ : 
DEPARTURES FROM “Must® AND “SHOULD” STANDARDS IN THE GUIDE (2017) 
VERSION 4 


See ACORP App. 9 Instructions, for more detailed explanations of the information requested. 
For each IACUC-approved “departure” of this protocol from a “Must” or “Should” standard in the Guide, provide 
the following information. (Consult the IACUC or the Attending Veterinarian for help in determining whether any 
“departures” are invoived.): 
Copy the lines below for each departure. 
Briefly summarize the “Must” or “Should” standard, and provide the number(s) of the page(s) on which it 
appears in the Guide 

> 
Describe the specific alternate standard(s) that will be met on this pratocol, and how they will be monitored. 

: 


Provide the scientific, veterinary medical, or animal welfare considerations that justify this departure 
> 
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Request for Continued Approval of Animal Use 
VAMC Louisville, KY 


Principal Investigator: 
Project Title: 
Project No: Protecol No: Current Approval Period: 
Funding/Administration: 

[Administrative Use Only] 
Three Year Renewal Due: Check here if Animal Use has been deleted [_] 
Approved Species Strain USDA Category: 


If yes, complete an addendum to add and/or delete key personnel to a study, including an approved 
ACORP, for each individual added or deleted to the protocol. 

1. Project Status: (Check one) 

Project has terminated. 

Project is Active and Animal subjects are being used. 

Project is active but animal subjects are currently not being used, but will be used in 
the future in this project. 

Project is active but animal subjects are currently net being used and will not be 
used in the future in this project. Delete animal use approval. 


2. Animal use has been in accord with the approved protocol. N/AL] Yes—] NoL] 


O OOO 


Ff item 2 is No, attach an explanation of changes and a new Animal Component of Research 
Protocol (ACORP) form. 


3. Changes in animal use are anticipated during the approval period. Yes] No] 
Ef item 3 is yes, submit a new ACORP form before initiating a change. 


4, Changes in personnel. (additions or deletions) Yes] No] 
a. If no, proceed to item 5. There is no additional information required for Item 4. 


b. If yes, AND personnel are being added to an approved ACORP, you must complete an 
addendum for each individual added to the ACORP 


c. If yes, AND personnel are being deleted from an approved ACORP OR added or deleted to 


study (without animal involvement) provide name of individual(s). 


d. Submit a revised Key Personnel form, and a Scope of Practice for each new person. 
- Current training documentation (Working with Species Specific, Post Procedure Care of Rats and 
Mice in Research: Reducing Pain and Distress, Working with the IACUC) MUST be on file in the 
Research Office before approval may be granted. 


O.Forms.ContinuingReview.RASS (11.04.15) 1 
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e. Have additional personnel with laboratory animal contact been enrolled in the 
Occupational Health and Safety Program? [] Yes. [] No 


If personnel have declined to participate, are they enrolled in another equivalent program, or will 
they enroll before studies commence, if so, indicate program & date enrolled. 


Program Date Enrolled 


5. Does any study participant need to update his/her OSHP information due to a change in 
health status? ["] Yes [7] No 


if yes, complete information below. 
Name VAL] vol] 


6. Changes in animal numbers. [-] Yes ] No 
If yes, please describe, species, strain, USDA Category and provide rationale and justification. 


7. List below the number of animals used since last continuing review. 
USDA Category B 
Procedures > 


Species, Experimental Group, 
Procedures(s) 


Procedures > 


jory C 
‘ : Original | Animals Used | Animals Used | Remaining 
eee Numbers | Approval Period | Approval Period | C TOTAL 


ego D + 


: : Original | Animals Used | Animals Used | Remaining 
rocedure(s) Numbers | Approval Period | Approval Period | D TOTAL 


O.Forms,ContinuingReview.RASS (1 1.04.15} ; oe 2 


' 
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9. Other changes Yes] Nof] 


Original | Animals Used | Animals Used | Rernaining 


Species, Experimental Group, ACORP | Priorto Current | During Current | Category 


Procedure(s) 


Animals Used 
During Current 


Species, Experimental Group, 
Procedure(s) 


8.Changes in experimental procedures. . Yes] NoL] 
if yes, please describe and provide rationales. 


if yes, please describe 


Tred: gy ‘ be ARS v6 : {3} 
us UE ROR OG OR Bete a ier engr Ene resonant oe 


Ne 
Be 


Principal Investigator Signature Date 


New Approval Period: |_| [| Approved [| Disapproved 


Chair, Research Animal Studies Subcommittee Date 
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ADDENDUM TO ADD KEY PERSONNEL TO AN APPROVED ACORP 


This completed addendum will assist [ACUC members determine if all animal manipulations, 


including surgery, testing, and blood collection, are performed by individuals who are qualified to 
accomplish the procedures skillfully and humanely. 


Name: 


Education: 


Training: 


Experience with Experimental Animals: 


rere enwennn 


Experience Performing the Exact Procedures in the Species described in this ACORP: 


If personnel do not have experience with the exact procedures described in this ACORP, indicate how 
they will be trained 


Who will train personnel with the exact procedures described in this ACORP and what are the training 
experiences or qualifications of the person doing the training 


If individual will perform euthanasia indicate their training and experience with the method of 
evthanasia and the species on this ACORP: 


If personnel are not yet trained, indicate so, and explain how they will be trained before performing 
euthanasia themselves: 


Who will train personnel individuals to perform euthanasia procedures described in this ACORP and 
what are the training experiences or qualifications of the persen doing the training 


Have the individuals, who have been added to this protocol, been enrolled in the 
Occupational Health and Safety Program for those with laboratory animal contact? 


[] Yes. Proceed 


[| No. If personnel have declined io participate, are enrolled in another equivalent 
program, or will enroll before studies commence, so indicate here and then proceed. 


NOTE: This information will assist IACUC members determine if all animal manipulations, 
including surgery, testing and blood collection, arc performed by individuals who are qualified to 
accomplish the procedures skillfully and humanely, A listing of academic degrees alone is NOT 
an adequate response. 


In addition to this form, personnel changes require submission of an amended Key Personnel Form, 
Scope of Practice Form for each added person, and applicable training certificates. 
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Request to Modify Animal Use 
VA Research and Development 


Submit this form with all information and decuments needed by the Research Animal Studies Subcommittee and other 
applicable committees to review this request te medify the animal use component of your research project. 


The Research Animal Studies Subcommittee meets the third Thursday of each month. Requests received in good order in 
the Research Office by the Ist day of the month will be considered at that month’s meeting. 


All modifications are to be completed electronically. Click on the highlighted area and complete the information in that 
section. For check boxes double click on the appropriate box and click the check or uncheck box. 


if the project being modified is ACTTYVE, the 4-digit VA project number (item 7) is essential for processing this request. 
Requests without this number will be returned. If you do not know the number, call the Research Office at 287-5119, 


if the modification is to add personnel, the following items must be included: 1) Revised Key Personnel Form with the 
revised date, signature of staff and PI’s initials, Scope of Practice completed and signed, documentation of required 

training, and a list of each person’s education, training and experience with experimental animals and in the performance 
of the exact procedures in the ACORP. Prior to being added to the study each individual must be offered the OHSP. 


1.Principal Investigator/Program Director: 


Last First M. Degree 
2. Email Address: 


3. Telephone Number: 4, Mail Cade: 
5.Project Type: . [_] Active ([] Pending 


6. Project Title: 
(Title must be exact title as on original submission.) 


7. VA Project Number: (Required if project is active) 
(ePROMISE 4- Digits/MIRB 7 Digits) 


8. If Request is to use animal subjects NOT previously approved or to increase number of 
previously approved species, enter name of aa its strain (if applicable), USDA Category, and 
the number requested per year. 


Species/Strain USDA Category Year 1 Year 2 Year 3 Year 4 


NRRL, ERRNO PETER SERORIIES, RAO TORER CORO SEED ES ONOE ARRESTED 
e 


Justification for additional animals: 


9. Changes in personnel Yes [] No. [_]. : 


10/12/2006 
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If yes, please complete the attached “Addendum to Add Key Personnel to an approved ACORP” for 
each person being added to the study.” Personnel changes require submission of an amended Key 
Personnel Form, Scope of Practice Form for each added person, and applicable training certificates. 
10. Changes in experimental procedures  Yes|_|No.[_]. 
If yes, please describe and provide rationale. 
11. OtherChanges Yes[| No. [1]. 
If yes, please describe and provide rationale. 


+ 


Submit the appropriate sections of the ACORP For Any Requested Changes 


Investigator’s Signature Date 


TO BE COMPLETED BY THE RESEARCH ANIMAL STUDIES SUBCOMMITTEE 


Expedited review of this modification has been approved and completed by the following two committee 
members. ‘ 


Modification has been reviewed and approved by the Research Animal Studies Subcommittee. (*Substantive 
Modifications will be forwarded to the Research & Development Committee for review.) 


Modification is not substantive. 


*Modification is substantive and will be forwarded to the Research & Development Committee for review. 


Chairperson, Research Animal Studies Subcommitiee 


APPROVED/DISAPPROVED 


Chairperson, Research & Development Committee 


Education: 


Training: 
10/12/2006 


C:/Forms 7/15/05/Request to Modify Animal Use 
Last Revised: 04/10/2012 (approved 4.192012} 
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JExperience with Experimental Animals: 


Experience Performing the Exact Procedures in the Species described in this ACORP: 


If personnel do not have experience with the exact procedures described in this ACORP, indicate how they 
will be trained 


Who will train personnel with the exact procedures described in this ACORP and what are the training 
experiences or qualifications of the person doing the training 


If individual will perform euthanasia indicate their training and experience with the method of euthanasia 
and the species on this ACORP: 


If personnel are not yet trained, indicate so, and explain how they will be trained before performing 
euthanasia themselves: 


Who will train personnel individuals to perform euthanasia procedures described in this ACORP and what 
are the training experiences or qualifications of the person doing the training 


Have the individuals who have been added to this protocol been enrolled in the Occupational Health and 
Safety Program for those with laboratory animal contact? 


[] Yes. Proceed 
Cl No. If personnel have declined io participate, are enrolled in another equivalent 
program, or will enroll before studies commence, so indicate here and then proceed. 


NOTE: This information must help IACUC members determine if all animal manipulations, 
including surgery, testing and blood collection, are performed by individuals who are qualified to 
accomplish the procedures skillfully and humancly. A listing of academic degrees alone is NOT an 
adequate response. 


In addition to this form, personnel changes require submission of an amended Key Personnel Form, Scope 


of Practice Form for each added person, and applicable training certificates. 


10/12/2006 
C:fForms 7/15/05/Request to Modify Animal Use 
Last Revised: 04/10/2612 {approved 4.19.2012} 
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Department of Memorandum 
Veterans Affairs | 
Date: November 26, 2018 
- From: Chairperson, Research Animal Studies Subcommittee (603/151) VAMC, Louisville, KY 


_ Thru: ACOS for Research & Development (603/151) VAMC, Louisville, KY 
Thru: Medical Center Director (603/151) VAMC, Louisville, KY . 


Subj: October 10, 2018 IACUC Semi-Annual Self-Review - 
To: CVMO for Research & Development {151}, Atlanta, VAMC, Decatur, GA 30033 
i. The Semi-annual Inspection of Building 12 (Veterinary Medical Unit), the laboratories located 
in Building 19, and the Program Review was completed on October 09, 2018. The entire 
document was reviewed at the Research Animal Studies Subcommittee meeting on October 
23, 2018. We respectfully submit the attached report in accordance with regulations as 
stated in VHA Handbook 1200.7 "Use of Animals in Research." 


2. This report will be submitted for review at the December 11, 2018 Research & 
Development Committee meeting. 


3. The original report will be retained in our files for the required three years. 


(b)(6) 
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» Name of VA Facility:‘Robley Rex VAMC Version 02/28/13 
> Station Number --—-------—-—--- 603 ; 

P City, State——-——- ‘Louisville, KY 

} Date of Semianrmal Evaluation:10/69/2018 


. : VA SEMIANNUAL EVALUATION 
= 5 of the 
. INSTITUTIONAL ANIMAL CARE AND USE PROGRAM AND FACILITIES 
Part 1 ~ Checklist 
Section A. Review of the eon 


wt 


The Review of the Program is aay an administrative evaluation of ali of the policies, plans, standard 
procedures, and systems under which the institution fulfills its responsibilities to ensure humane animal 
care and use. Some of the programmatic items may appear similar to items included in Section B 
(inspection of the Facilities), but the focus here (Review of the Program) is on what is intended or 
expected, while Section B focuses on observed implementation. 


NOTE: The checklist is designed to prompt review according to reguiatery requirements, and fecuses on the’ 
minimum standards that musi be met, The wording in the checklist is not to be interpreted as altering the regulatory 
requirements in any way, but represents guidance from the office of ihe CVMO. For specifics about the regulatory 
requirements and recommended best practices, the references provided in square brackets must be consulted: 


“1200.01” refers to the “VHA Handbook 1200.01, Research and Development (R&D) Commitiee”, 

"1200.97" refers to the “VHA Handbook 1200.07, Use of Animais in Research”, 

“PHS” refers to the “PHS Policy on Humane Care and Use of Laboratory Animals”, 

"9 mii refers to the “USDA Animal Welfare Act Regulations and Standards, Code of Federal Regulations, 

3” 

"US Govt Principle” refers to the “US Government Principles for the Utilization and Care of Vertebrate 
Animals Used in Testing, Research, and Training”, and 

"Guide" refers to the National Research Council’s. “Guide for the Care and Use of Laboratory ae §* 
edition, 2011 


Instructions: 


1} Enter identifying information in the header above: 

Double click in the header area. 

Then enter text after each “2 
(Note: Federal regulations require that a new Review of the Program be are every § 
months /PHS (¥.B.2); 9 CFR (2.310)(1))], and a new Inspection of the Facilities (PHS (17.3.2); 9 CFR 
(2.31{c)(2))] be completed every 6 months. The “Date of Semiannual Evaluation” is the date on 
which the last of the components of the semiannual evaluation was completed.) 

Double click in the document area to return to the main body of the form. 


2) Enter the information requested below. The “>” symbols indicate required information: 


> Date(s) of the most recent previous Review of the Program: 03/13/2018 
> Date(s) on which this Review of the Program was conducted: 10/09/2018 


Part 1 (Checlclist), Section A (Program), p. 1 
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> Name of VA Facility:Robley Rex VAMC Version 02/28/13 
> Station Number ---— = 1603 

> City, State ‘Louisville, KY 

» Date of Semiannual Evaluation:10/09/2018 


Names of voting IACUC members who participated in the Program Review: 
(The Program Review team must include a minimum of two voting members of the IACUC [9 CFR (231) G)}. Any 
non-members who also participate, at the discretion of the IACUC, me be listed in the second table. . 


Participation 
Kee) | Cd Chairperson SC* «(0/09/2018 
| | Cd Scientific Member CC :'10/09/2018 
| | sCCSC=éd Veterinarian Medical Officer | 10/09/2018 | 
| | Cs ScientificMember Cs 10/09/2018 | 
| | CC Non-A ffiliated Member 
| | CC~*~*~“‘i Scientific Members 10/09/2018 | 


Noen-IACUC members who participated in the Program Review: 
Name : Title : Date(s) of 
Parti ip ation 


* [RPX) | Css Facilitator, IACUC | 10/09/2018 


3} For each item in the checklist, type “X” in the column that applies (shaded cells should not be used): 


Not Applicable 

Acceptable 

Approved Departure (Approved by the IACUC) 
Minor Deficiency : 
Significant Deficiency 


' 


4) For each item marked as an Approved Departure, a Minor Deficiency, or a Significant Deficiency here (Part 1, 
Section A), provide details in Part 2 of this form. 


5) Items that reflect changes in the 8" edition of the Guide are flagged as follows, and may require particular 
attention as the 8“ edition is implemented. : 


{ denotes a new “must” item 
+ denotes a new “should” item: 
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> Name of VA Facility:Robley Rex VAMC Version 02/28/13 
> Station Number -——-——-—--—- 603 
> City, State ‘Louisville, KY 


> Daie of Semiannual Evaluation:10/09/2018 


L Institational Policies and Responsibilities 


Deficiency 


Approved 


arrangement in which the VA shares responsibility for animal 
. lresearch with any other institation, This includes the vse of an 
external TACUC and any collaborative arrangements for support, 
housing, or use of animals in research. [2200.07 (8.b(1)); Guide, p. 157 
> Name(s) of other institution(s) and the date(s) on which current 


Approved 
Departure 


The official appointment of each member of the LACUC by the 
CEO [PHS QV.A.3a); 9 CFR (2.31 {a))] is documented and specifies the 
duration of the appointment and any specific role te which the 

anpointed, £200.07 (8.4) 


PHS (1V4.3}; € 2. 
4 [The ITACUC meets as necessary to fulfill responsibilities, {Guide 
2.25) 


154% |The IO has authority fo aise needed resources, {Guide (p 


The IACUC communicates regularly with the R&D ae by 
providing the R&D Commiitee with a set of final, signed, IACUC 
155 |nisutes, and all other notifications required by the R&D 
Comunittee, and through an individual who regularly attends 
meetings of both the LACUC and the R&D Committee. [1200.07 @h 
: 2200.01 AID 


sleds pr are regularly communicated to the IO by the AV oe ee 
¥ |and/or the IACUC. (Guide @. 13) 


Part 1 (Checklist), Section A (Program), p. 3 


AH minority Spiniams dial we submitted are incinded in the final 
document that results from any action of the IACUC (e.¢,, meeting 
minutes, report of semiannual evaluation, and reports to oversight 

entities). {PHS (V.B.}: 9 CFR 2.31 0)G}T 


* 
> 
Ape eaneT tener ener eneanitertenetithebiaer ipa ttaah meron #emmmmenti {hatha tb epemay rey tm MRP EPR E ANION PID VIRIA-TEHE SPADA MRE IBS ENS RECO BOA Sef MOEN LIER PROT PP AE Y RITE ER ARERR PA gre aD Pash Peetly BE RM on Bee REALS VE BE ESL LOTI RE 9 ELIE S POLIS AI BIE LSE (REY PARLE IRE OG LOMO DY POOLE P EEN SILER LA SANGO IATA DOL UA LAE SASSOON IN ELL TTUOUTH ROE TN CHE ETN POLE ONT P OT WETS COON CONNIE, 


Lada kparetfarcei MOSES IS et ASRS SSG LON OC AES OSLSESOO NON LSEGESLE SUA SOR EDA IL RUE LEL LEE NSE LOECLE DEON CLL VENI LEER I LE SINE DEOL LANDS A LAE ADCS PETER SEALER EPEOCRLEEN SRT ATID ALLIS ELA OPN SAE ENE ELA RAL RAE LE AA AA AACA, 
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> Name of VA Facility:Robley Rex VAMC Version 02/23/13 


> Station Number -—--------—--—- 603 
> City, State ‘Louisville, KY 


> Date of Gereaneial Evaluation: 10/09/2018 


The research office provides packets to LACUC members no later 
than 3 business days before the IACUC meeting. This packet must 

_ an agenda with all business ee bape including Yeviewer 
enments for all new protacols. 


RNa 
(eon eer Urea eker ee | 
provided to all ACUC members at least 1 week before the next 
esting 


ew and approval by the [ACUC is required before any work 
related to the use of animal subjects in VA research begins or is 
pers significantly. [T208.078f2Y:E HS GV.B.G-7); 9CFR 2316-7); 


Guide (p 


All protocol forms used comply with PHS Policy and USDA 
AWAR. [PHSCIV.C):9 CFR (231(G] 


required before a protocol may be submitted for review by the 
TACUC, Veterinarian provides consultation when pain and 


2 Te) tB), 
No TACUC oor at participates in “os review or approval of any 
protocol in which that member has a real lob quae 


The LACUC does not approve any protocol er involves use of 
hazardous agents until the Biosafety Official and/or the Radiation 
Safety Official, as applicable, has ‘signed in Item Z to confirm that 
the hazardous agents are Lesa rabid aa in the ACORP. 


prohibited unfess the IACUC and appropriate Iccal clinical and 
administrative officials first grant approval and the IJACUC has . 
reviewed and approved a completed ACORP Appendix 7. that 
justifies no reasonable alternative = ee tian clinical 


ED: "The IACUC conducts a reviews of all protocols annually. ce Sl ES 
9 CFR (2.3140 
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‘ 
ee Rea 
Seva eet ie 


* 


> Name of VA Facility:Rebley Rex VAMC Version 02/23/13 
> Station Number ----------------:603 

> City, Siate--—--—- ‘Louisville, KY 

> Date of Semiannual Evaluation:10/09/2018 


¥ 


The IACUC has established oversight procedures for pilot and 
|fieldAvildlife studies; studies involving genetically modified 

animals, food/fluid restriction, and the use of pharmaceutical versus 
non-pharmaceutical grade chemicals receive special consideration 


Surgical procedures are determined to be major or minor, multiple 

surgical procedures on 2 single animal are justified and the - 

outcome evaluated, and multiple survival procedures regardless of 
ards 


TACUC approval is given when the purpose and duration of the 
restraint are justified. The justification addresses: the lack of 
ifeasible alternatives to physical restraint, provisions for the 
removal of maladaptive animals, training of animals, and 
appropriate observation of restrained animals. Veterinary care is 
provided if lesions or illness associated with restraint occur. [Guide 


See 


Deficiency . a 


Minor 


Program Review - At least every six months, the IACUC reviews 

the animal care and use program. For VA animals used at an 

affiliate institution, this is done according to the MOU in place 

between the At facility and the affiliate. {7200.07 (1): PHS QV.8.1); 
ZF 


acilities Inspection -- At least every six months, the IACUC 
inspects all facilities in which animals in the VA animal research 
program are used. For VA animals used at an affiliate institution, 
this is done according to the MOU in place between the VA facility 
and the affiliate. 71200.07 (8/{1)): PiS (VB): 9CFR 233(6H2)) I 


The report of each semiannual evaluation of the animal care and 
use program, signed by the [ACUC, is discussed personally with 
the Director of the VA facility in a meeting with at least one 
ees voting member of the IACUC. 7200.07 @,f(i}(e)); PHS 
3): 3 CER (2 310} (5}> Guide gp. 2. 
Within 60 days of approval by the IACUC, the report of each 
semiamwal evaluation, signed by the facility Director, is submitted 
to the CVMO (ORD), or the CVMO’s office is notified of the 
reason ya delay and the expected date of submission. ~ 
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» Name of VA Facility-Robley Rex VAMC Version 02/28/13 
> Station Number 7663 
> City, State -Louisville, KY 


- Date of Semiannual Evaluation:10/09/2018 


Significant [Eat 


The responsibility for animal well-being is assumed by all 
members of the program; therefore, procedures are in place for the 
IACUC to receive, review, investigate, and address internal or 
external concerns or allegations about animal care and use. {PHS 

id ° . 


Procedures are in place io protect “Whisile Dlowe™ Bors 
discrimination or reprisal for reporting potential regulatory 
aeabeig within the animal care and use program. {9CFR (2.32(c)(4)); 


Any animal activity may be suspended by the IACUC {by a : ey 
majority vote of a quorum), or immediately and unilaterally by the 
nnd Director or any other official le opr by the facility 


ACOS/R&D) and external Aart entities poten ORO, 
OLAW, and AAALAC) immediately when an investigation is 


Within § business days of determining that a reportable deficiency 
has occurred, the LACUC submits an initial report to the facility 
Director and the 10, with copies to the ACOS/R&D and other 
Vaca near an subcommittees. {7058.02 82}: PHS AV-F.3): 9 : 


Within ; Sp ween of receiving a report of a 
reportable deficiency from the LACUC, the fhcility Director and 10 
submit the repart to the CVMO, ORO, OLAW, AAALAC, the 
_|Animal Care Section of USDA APHIS, and any other non-VA 
funding sources, as applicable, with copies to the IACUCs of any 
affiliate institations with shared responsibility. {7052.01(8.¢}; PHS 
3 


The corrective action plan, the timetable for its implementation, 
and interim and final reports on the correction of each reported 
deficiency are submitfed fo the facility Director and IO, and . 
through them to the CVMO, ORO, OLAW, AAALAC, the Animal 
Care Section of USDA APHIS, and any other non-VA funding 
sources, as applicable, with oe : the IACUCs of any affiliate 
institutions with shared res 


Part 1 (Checklist), Section A (Program), p. 6 


191 


€ 


| 353° |locally. (2200.07 (7.¢)] 7416/2017 
> Name of the Institution that holds the viggiciagaain Robley Rex 


> Name of VA Facility:-Robley Rex VAMC Version 02/28/13 
> Station Number :603 


} City, State-—-----— :Louisviile, KY 
> Date of Semiannual Evaluation:10/09/2018 


ANE, 
eRe’ 


Significant [835 
Deficiency [25 


The USDA Annual Report of Research Facility was completed and 
submitted by December | within the past year, as gies by 


» Date of most recent submission: 17/092077 
The VA facility is covered by a PHS Assurance, approved by 
OLAW, and revised as needed to reflect any significant changes in 
the animal care and use program. { PHS (1V.Aj] 

> Name of the Institution that holds the PHS Assurance: : Robley 
Rex VA Medical Center m 

> Effective date of most recent approved Assurance: 03/24/2015 
The annual report to OLAW was submitted within the past year by 
the end of the month immediately following the end of the last 
reporting periad, and a copy is on file — [PHS (IVF .3-2}] 

> Date of most recent submission: §4722721 

The VA facility is fully accredited by AAALAC, and a copy of the 
iriennial comprehensive AAALAC Program Description is on file 


as required by AAALAC, and a copy. is on file locally. {7200.07 

CHUBQOP - 

» Date of most recent submission: 3 pp leaey 

The VA Veterinary Medical Unit eVMU) eal report, which 

includes mice and rats, was submitied online by the specified 
I 


355 


All other correspondence with oversight entities (USDA, OLAW, 
AAALAC, and ORO) relevant to the animal research program 
(except for routine notifications and reminders) is copied to the 
CVMO within 15 days of receipt or submission. [1200,07 @)} . 


VA requirements (current VA policy requires all records to be kept 
337 |indefinitely), whichever is longer. This includes 
acquisition/disposition records, LACUC meeting minutes, 
semiannual reports, and all reports to, and correspondence with, 
oversizht entities. [1200.07 (Appendix E-2. ¢); ICFR2.35(); PHS (¥.E}? 
Ail documents relevant to individual studies are maintained for at 
least the duration of the study and for six additional years after the 
completion of the study, or according to the latest VA requirements 
whichever is longer. {1200.07 GS) @):9CFR2.35@); PHS (VT 
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> Name of VA Facility:Robley Rex VAMC Version 02/28/13 
> Station Number ncene 2503 

> City, State————- :-Louisville, KY 

> Date of Semiannual Evaluation:10/09/2018. 


Applicable i : 


The LACUC does not approve any protocol until each individual 

listed on the protocol has documented completian of required VA 

aap at the piapniars intervals. £120.07 oy PHS (V.A42):9 
US Government i 


The [ACUC confims that each individual is approprisily Talued ZZ i 
before approving that individual te perform the procedure without 

supervision. This includes non-surgical and surgical procedures, 

nein os and euthanasia. {PHS GV.C.1.9: 9 CFR 


All personnel are Gooner as being appropriately trained for : 
their positions, and participating in formal and/or on-the-job 
papegee g education at the erarrg intervals, [7200.07 (8m); PHS 


care and use through the documented completion of VA training at 
the required intervals. [PHS (IV.A.1.g): 9 CFR (2.22); 1200.07 (B.m): Guide ( 


ee ea 
- en 2, 


eee Occupational Health and Saten 


Bo tieiee 
Hee 
shies 


‘| Approved 
Departure 


Meee Siena 
facility to protect personnel involved in animal research (laboratory 
or field setting) from associated risks including but not limited to 
direct animal contact, exposure to unfixed tissues or fluids, 
hazardous he used in the research, ete, [PHS QV.A19; Guide (17; 


Ail pea tt ae Gee oe ee es 
in the OHSP. This includes personnel whose duties include work 
with animais {e.g., VMU staff, investigators, research technicians), 
regardless of whether they are paid employees, without 
compensation (WOC} personnel, sindents, or trainees, as well as , 
personne] that do not have contact but are exposed to animals (e.¢., 
maintenance and engineering staff assigned to the VMU, other 
service personnel, etc.), {7200.07 (6.4); Guide & 

Hazard Identification and Risk Assessment — The LACUC, the . 

local veterinarians, the SRS, and the Safety Officer work together , 
effectively to identify potential hazards that exist in the animal 

research program, to assess the consequent risks to personnel, and 

» determine appropriate strategies t6 manage the risks. [Guide (p. 18- 
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> Name of VA Eacility:Robley Rex VAMC . Version 02/28/13 
}> Station Number ———-—-----—-—- :603 
> City, State :Louisville, KY 


_  bDate of Semiannua!l Evaluation:10/09/2018 ; ; 


OHSP Training — Training is provided to all personnel covered by 


equipment, and SOPs appropriate to each individual’s duties and 
risks ofes exposure, LGuie tb. 20)7 
= Teen ee 


pa B ee Sia ~Procedines and ae. are in n place to 
reduce the risks of ergonomic injuries to personnel (e.g. facility 
design, SOPs, and the use of equipment such as ramps, carts, and 
Es 


Control of exposure — Personal exposure to hazardous agents is 
limited through the design of the facility, establishment of SOPs 
(e.g. separation of animals treated with hazardons agents from 
nnireated animals), selection/maintenance/certification of safety 
equipment (e.g., showers, eyewash stations, fume hoods, etc.}, and 
careful monitoring of agents to ensure that they remain within 

pes. { Guide fp. £9-20}7 


(NHPs) — have been established and incinde training with regard 
to the risks of exposure to Macacine herpesvirus I { formerly C. 
herpesvirus or Herpes B virus}, tuberculosis screening for exposed 
personnel; training on and the handling of bites,. scratches, or other 
injuries; medical evaluation and treatment of injuries; and provision 
ce elect vidkes — 6 237 


He OHSP includes cuidelines — eects a iyaiene. a 
practices, including hand washing and showering, use of protective 
clothing, and restricting consumption of food and beverages to 


The’ VA facility provides uniforms, laundry service, and all other 
necessary personal protective equipment (e.g., gloves, ear 


A A pre-employment me medical al evaluation spe paiaeed on ieech 7 : 7 
; Ui} 


All vaccines Cat tetanus, rabies) are provided to or as 
currently recommended by CDC, free of charge. 7200.07 (2072); 
Guide (p. 23 
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ca samples are collected, the Sanpnse is consistent with EH 
: 466i F lederal and state laws. {Guide (p. 2237 


» Name of VA Facility:Robley Rex VAMC Version 02/28/13 
> Station Number -----—---------—- 603 

> City, State---------- :Louisville, KY 

> Date of Semiannual Evaluation:10/09/2018 


Personnel are required to report and be ireated for all injuries and 
illnesses potentially related to working in the VMU or other animal 
research areas, or otherwise i in comection with work with animals, 


aH 

Key 
Dei 
ith 


‘ 


Significant 


The physical plant infrasiructure {includes HVAC, plumbing, 
lighting, power, control systems, eic.) is adequate to support the 
needs and performance standards of the animal care and use 
program, and is compliant with and meets all applicable building 
codes. {Guide (p, 133-139), 
Policies and procedures are in place to ensure that facilities and 
equipment are properly maintained and functional. p 


i 
a 


uaa 


a 


es 


aie 


Ferirroerae ee PRESS Sree Nae Suara ahys Sree LAER : ee SPN ee SE SEER TE hts 
Piece non nara eS fee aes RACER CHEE MViFQnMeN nic s eae 


Bald Not 
Applicable 
ie Acceptable 

ive 

Deficiency 
EG) Significant 
eo 
e 


Ther fae of eoilitis management ine — fo net 
in temperature in animal rooms is tested and reported to the IACUC 
at least annually, and the response by FM personnel is satisfactory. 
0b 07 (7.2f2}(o})7.» Date of latest test: 8/19/2017 


oor 7 ~ z 
Spats IRS BORE 
Se CSL Fatih Nee heen ar 
Seine eee 2 


CT a 


personnel to excessive vibration, unnecessary sounds, and any 
. jsounds louder than 85dB. [Guide (u.49-50)} 
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» Name of VA Facility:Robley Rex VAMC | Version 02/28/13 
> Station Number ——-—--—----- 693 
> City, State :Louisville, KY 


> Date of Semiannual Evaluation:10/09/2018 


Significant |: yy 


provide the eae number and other pertinent information. 
Where applicable, genotype information is provided using accurate, 
consistent, and unambiguous genotype nomenclature. {Guide (p. 75- 


Activity — Bach <= have opportunities to engage in 
. mean! (motor, cognitive, and socia!) appropriate to its species. 
60;63 


Social ‘Ervrosmant= Animats must be housed in appropriate _ 
compatible social groups or when single housing of social species is 
required (by an approved protocol or because of veterinary 

concerns) have contact with compatible conspecifics and/or 


manipulative activities, and cognitive challenges) to accommodate 
e expression of species-typical postures and behavior is reviewed 
Pi by the IACUC, researchers, and veterinarians. aad (p. 52- 


(oto 


rocurementand-lrans 


oe 


pplicable 
aa | 


650k | Only animals that are obtained lawfully may be used in VA 
6505 research. /1200.07(7.5(1)): Guide {p.106); 

Animal procurement is approved and initiated only after 
confirmation that; (1} the source of animals is appropriate; (2) 
appropriate housing and care for the animals upon arrival is 
coordinated with animal care staff; and (3) the animals are 
designated for use on an LACUC approved protocel. {Guide (p. 106- 


$51 


Transportation (including intra-institutional, inter-institational, 
interstate, international, and from commercial or non-commercial 
sources} complies with federal and international regulations, as 
applicable, and is arranged to protect the health and safety of the 
animals and humans (passersby as weil as personnel involved in the 
work with the animals), to minimize stress on the animals, andto . 
ensure animal biosecur fe ; 9 CFR (Part 3, Standards)j 


. 
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» Name of VA Facility:Robley Rex VAMC Version 02/28/13 
. » Station Number -—------- 7603 . 


> City, State-——-—--» ‘Louisville, KY 
> Date of Semiannual Evaluation:10/09/2018 


A. program of veterinary care, overseen by a VMO or VMC, is in 
place for the surveillance, diagnosis, treatment, and control of non- 
protocol diseases or conditions (especially those with zoonotic 
potential, such as Q-fever, LCMV, parasites, etc.}, and for the 
iamrcaesaes of diseases or conditions induced by experimental 
{Guide fp. 112-1 14}7 

ae and stabilization of newly received animals, as well as, 
separation of animals by species, source, health status, and intended 
use, as appropriate, are used to prevent spread of pathogens. fGuide 


sore mec SRA Rg Sa ERR OEM EES TE ARON ACTS OA EERO 
Sarees ESET RSet ee EOS ee Cann C eee Atte TN ROL RAL SB ARE aie ose ore ee aan 
r2) ~ 
ws | = > 
= : § 5 
a} ° = & 
a) den fa 
on 4 & 
oS & & e 
a) < Da 


| 
: 


Approved 
Departure 


Animal and fannan health concerns encourage sie use of non-toxic 
| methads of pest control instead of chemical pesticides whenever 
possible, If chemical pesticides are to be used, the investigators 

: iwhese animals may be exposed are consulted to ensure that 
; : scientific objectives are not unnecessarily compromised. {Guide 
7, 
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> Name of VA Facility-Robley Rex VAMC Version 02/28/13 
> Station Number —--_-_---:603 ; 


> City, State--—--—. :Louisville, KY 
» Date of Semiannual Evaluation:10/09/2018 


Applicable & 
Acceptable 
Deficiency 


SO |property are ordered and received by the local YA pharmacy, and 
dispensed to research personnel as needed, £7200. 07 (7.10)] 


Use of non-pharmaceutical grade compounds, expired drugs or 
medical supplies (e.g., sutures, antiseptics, etc.} in animals is limited 
to protocols in which such use has been documented not to 
pa arr or compromise the validity of the study. 


0 controlled substances needed for animal research on VA 
g 


OER ES See 
Vy Alter Hours. Ripe sees 


‘ Qualified personnel are assigned to provide routine care for the 
animals on weekends and holidz Guide ((2. 79): 3 CFR O.336)}7 
Veterinary care is available as needed after regular work hours on 
weekends, and on holidays; procedures are in place for timely 
notification of a veneers in case emergency care is needed. 


_/ CEs et pla that wdrgsey he vaeds GE boul pereonael aad 
imals is in place including animal euthanasia if necessary; the 
plan is appro red 23 the IACUC, {Guide (p. 35; 


the VMU supervisor) are included among the official responders to 
be contacted in emergencies that invoive animals. [Guide & 
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> Name of VA Fatility:Robley Rex VAMC . "Version 02/28/13 
> Station Number 603 
> City, State ‘Louisville, KY 


> Date of Semiannual Evaluation:10/69/2018 


_IV. Veterinary Medical Care 


g $2 
: 2 “ca 
| iendoeds has been eciablisied, ae &. 105) 
t 


952T 


The VMOs and VMCs provide guidance to research personnel 
with regard to the humane care and use of the animals in the 
context of the scientific and regulatory requirements (including 
appropriate handling of animals, sedation, anesthesia, surgery 
and peri-operative eee, analgesia, and errr iGuide pg. 105- 
106, 213-214; 9CFR B} and 2.331) (4 

When veterinary care ra are provided bya part-time or 
consulting veterinarian, the veterinarian’s visits are of sufficient 
frequency to meet programmatic needs. A written program of 
veterinary care for USDA regulated species is in place if a full- 
time attending veterinarian is not on-site. {Guide (p. 14};USDA- 
APHIS Policy #3 
Veterinary care.is available as needed and effective procedures 
are established for timely reporting of animal injury, illness, or 
disease and for veterinary assessment, treatment, or euthanasia. 
The veterinarian is authorized io treat, relieve pain, and/or 
euthanize. {Guide {(p. 


The Attending Veterinarian bas the authority and resources 

needed, and uses them: appropriately to manage all aspects of ' 
a ee 

2 CER 2.33(a}(2) 

ba Veterinary access to all animals is peuvided. [Guide fp. I4}] | ieL ft 
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> Name of VA Facility:Robley Rex VAMC Version 02/28/13 
> Station Number 7603 
> City, State ‘Louisville, KY 


> Date of Semiannual Evaluation:10/09/2018 - 


wets rant! 
Waser L Se 


Significant 
Deficiency 


Aseptic technique i is required for ail survival SUPEEIY; ig 
appropriate to the species; and includes preparation of the patient, 
surgeon, sterile materials, and supplies, as well as appropriate 
repr eapaneys to reduce the risk of infection. BICER 


oe in place to ensure that appropriate surgical 
anesthesia and analgesia are provided, Postaperative monitoring 
nd cate are provided by trained personnel and documented. 


A system Srongole and thorough assessment of surgical 
outcomes is in place to ensure that appropriate procedures are 
‘followed and appropriate corrective changes are implemented in 
a timely manner. {Guide tp. 115)} 

Presurgical planning includes veterinary input and addresses 
tocation, supplies, —s and aa use, peri-operative - 


For nonsurvival surgery, the sur: at site is clipped, gloves are 


i and the surgical area and instruments are clean. {Guide 


Approved 
Departure 
Deficlency 


and anima! weilbeing have been established, and include 
monitoring for effectiveness of pain control, consideration of 
non-pharmacofogic pain control methods, and guidance regarding 
jo aaa use of anesthetics and analgesics. [Guide (p, i21- 


1GS1 | oe are nae assure anti-nociception aang ae 
begins, {Guide p 122)7 
i Special precautions for the use of paralytics are in place to ensure sett 
adequate anesthesia. Guide fp 123)7 


“ 
regulations for human and veterinary drags; sabia have 
been established toc ensure that age ae and anesthetics are 
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b> Name of VA Facility:Robley Rex VAMC ; Version 02/28/13 
> Station Number :603 

> City, State-—-——- :Louisviile, KY 

> Date of Semiannual Evaluation:10/09/2018 


Acceptable 
Significant i a 
Deficlency | 


The methods of euthanasia approved by the IACUC are 


consistent with the AVMA recommendations for the species 
involved. (Guide (p. 123); PHS (1V.C.1.g); 9CFRAM@DO)GH)) 


Y. Animal Care and Use Program Work Orders 


Instructions: Enter work order data as prompted for Tables 1 and 2, All work orders related to the animal care and 
use program should be entered, whether or not they resulted from a semiannual evaluation. Use Table 3 to 
summarize the work orders in Tables 1 and 2. 


Table 1: Work Orders Completed - include all work orders completed since the previous semiannual 


program evaluation (> Date(s) of previous evaluation: 03/13/2018). 


Enter ©, 8, or 
Not, for Minor or 
Significant Elapsed 
deficiency noted id Date work days from 
in semiannual order was submission 
evaluation, or Not | : submitted to 
pee ated to . completion 


poate 


Comer flood lights 
E18i022-003 | are out around the | 16/20/2018 saan 
building 


Main doors were 
E180921 004 not closing 09/21/2018 | 9/29/18 
__mutomaticall 
£180927-005 | 927/208 | 27/2018 | 16/15/2618 


| 10130914-003 9/14/2618 | 10/9/2018 
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—_ 


> Name of VA Facility:Robley Rex VAMC Version 02/28/13 


€180801-062 7/31/2018 |. $/8/2018 
: C¥120711-062 } 7/23/2018 
The air conditioner . 
on the office side 
vi : R186705-065 of building was not | 7/5/2018 7/6/2018 1 
working and had to 
N ’ be fixed. 


: The hose outside of 
room|(b)( jwa | 
P189763-001 leaking; the washer | 7/3/2018 7/10/2018 
on the fancet was 


> Station Number -———_—---—- 603 
> City, State— :‘Lonisville, KY 


> Date of Semiannual Evaluation: 10/09/2018 


| Room was changed 
to storage and door 
was not rated for 
combustible 
loading; therefore 
_ door had to be 


Z 


eplaced. 
The lights in room 
(O)(5 rere 
constantly 
flickering; laps and 
ballasts were 
laced 


£180607-D03 6/7/2018 | 7/14/2018 


Table 2: Work Orders Not Yet Completed - include all open work orders generated by previous semi-annual - 
evaluations and other sources. Work orders placed as a result of the current semi-annual review are also 
entered ‘below. 


Elapsed days from | 
submission untii | - 


{enter date used to 
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> Name of VA Facility Robley Rex VAMC’ 5 Version 02/28/13. 
> Station Number ——--—--—---- :603 

> City, State-————- :Lonisville, KY . 

> Date of Semiannual Evaluation:10/09/2018 


Table 3; aan 


Number of 
Fable # anise orders | Average days elapsed 


a 


*Comments (provide any additional information relevant to the numbers of days required for completion 
of the work orders submitied): The elapsed days total was affected by parts being ordered for the light 

’ timer and any leaks in the ceiling are repaired by a contractor = has to be scheduled and requested by 
our Engineering Service, ; 
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> Name of VA Facility:Robley Rex VAMC Version 02/28/13 
> Station Number —_—__——--—- :6833 , 

> City, State -————- :Louisville, KY 

}> Date of Semiannual Evaluation: 10/09/2018 


VA SEMIANNUAL EVALUATION 
of the 
INSTITUTIONAL ANIMAL CARE AND USE PROGRAM AND FACILITIES 
Part 1 — Checklist 
Section B. Inspection of the Facilities 


re 


The Inspection of the Facilities focuses on a physical and visual evaluation of buildings, equipment, and 


the environment in which animals are maintained and utilized. Some of the items here appear similar to 
items included in Section A (Review of the Program), but the focus here (Inspection of the Facilities) is 
on what is actually observed in the animal facilities, while Section A focuses on what is intended or 
designed. 


NOTE: The checklist is designed to prompt review according to regulatory requirements, and focuses on the 
minimum standards that must be met: The wording in the checklist is not to be interpreted as altering the regulatory 
requirements in any way, but represents guidance from the office of the CVMO, For specifics about the regulatory 
requirements and recommended best practices, the references provided ia square brackets must be consulted: 


“1200.01 * refers to the “VHA Handbook 1200.01, Research and Development (R&D) Committee *, 
“1200.07” refers to the “VA Handbook 1200.07, Use of Animals in Research", 
”.  “PHS* refers to the “PHS Policy on Humane Care and Use of Laboratory Animals", 
"9 CER” refers to the “USDA Animal Welfare Act Regulations and Standards, Code of Federal Regulations, 
Title 3", : 
“US Govt Priaciple” refers to the “US Government Principles for the Utilization and Care of Vertebrate 
Animals Used in Testing, Research, and Training”, and 
"Guide™ refers te the National Research Council's “Guide for the Care and Use af Laboratory Animals”, 8° 


edition, ZOLI ~ 
Instructions: 


1) Enter identifying information in the header above: 

Double click in the header area. 

‘Then enter text after each “" 
(Note: Federal sci a eee eet Program be completed every 6 
months [PHS (V3.2); 9 CFR (234e)(z}}}, and a new Inspection of the Facilities be completed every 6 
months [PHS (1V.8.2);9CFR 2.3i()}(2)}. The “Date of Semiannual Evaluation” is the date on which 
the last of the components of the semiannual evaluation was completed.) 

Double click in the document area to return to the main bady of the form. 


2} Enter the information requested below. The “>” symbols indicate required information: 


» Date(s) of the most recent previous Inspection of the Facilities: 82/12/2018 
Date(s) on which this Inspection of the Facilities was conducted: 10/09/2018 


Names of voting IACUC members who participated in the Facility Inspection: 

(The Facility Inspection team must include a minimum of two voting members af the IACUC [9 CFR 
2.313 @)j}. Any non-members who also participate, at the discretion of the IACUC, may be listed in the 
second table } 
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> Name of VA Facility:Robley Rex VAMC Version 02/28/13 
}> Station Number -------—-—--— :603 , 
}> City, State ‘Louisville, KY 

> Date of Semiannnal Evaluation: 10/09/2018 


-+| Specific Role on LACUC @ any) Date(s) of 
Participation 


| Chairperson 10/09/2018 
[| SeientificMember | 10/09/2018 
|__| Veterinarian Medical Officer _|_ 10/09/2018 


|__| Scientific Members| (10/09/2018 
[|__| Non-Affiliated Member | 10/09/2018 
10/09/2018 


Participation 
| Pib)(6) | AGUS for Research & Development | 10/09/2018 


_ or Administrative Officer Research & | 10/09/2018 
Development 


ca eee 10/09/2018 


Title 


- ‘TeIAcuC sii isnot lenntantaally all units of the Se eer ene including the following: 
all areas within the VA animal facilities; 
all spaces outside the VA animal facilities where animals are housed for > 12 hours; 
any areas where any procedure is performed on animals. 


Type of Space 
{2.2.. VMU, satellite, investigator 
laboratory) and the Nature of the 

Procedures Performed (e.g, housing, 

terminal ome, oniaie training, 


SOT! pyr 


aig fEo lO 


Feed and Bedding Storage 
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» Name of VA Facility:Rabley Rex VAMC Version 02/28/13 
> Station Number —- — 603 
> City, State-—--—- :Louisville, KY 


> Date of Semiannual Evaluation: 10/09/2618 


Bldg{(p [Ri oa Enuthanasia/Necropsy Room : 


Cc 
Es ea 

aoa | [seme (PO | 
ae oe 
ae 
mT 


4} For each item in the checklist, type “X” in the column that applies (shaded cells should not be used): 


Not Applicable 

Acceptable 

Approved Departure (approved by the IACUC) 

Minor Deficiency 

Significant Deficiency 

Could Not Evaluate (during this inspection) 

The last line of each section of the checklist is designated “Other Observations”, for documentation of 
relevant observations that are not directly addressed by the checklist iterns. 


5} For each item marked as an Approved Departure, a Minor Deficiency, ar a Significant Deficiency here (Part 1, 
Section B), provide details in Part 2 of this form. 


6) Items that reflect changes in the 8" edition of the Guide are flagged as follows, and may require particular 
attention as the 8" edition is implemented. 


+ denotes a new “ must” item 
t denotes a new “should” item 
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APPIN INARUO HE Race PTEE enh C COENEN at PUENTE YEN A HOG PASABS TRNAS APCD HUCAAMENE APP AAD thi otSere (ts POR Ae SPA hth GLA RIPARIAN LUE AE ESOS TEE TREAT ROIS CA SFE EAE EARNS SPLEEN clo ASTI BARDEEN IE HALPER NSE ACU IAS A RAE PEALE ECL E LESLIE AEE ALES ANEIR VIET APRA pA EA AAAS HEISE AMEE ELIAS OD DAA LOL DAIL OER DAY POEL LCN CA CELIA ALE LOO Oe 


. 
EIEN ERODE IA RA EDD SOMA LN AL BDV TEIN PERE MINA UDINE ARE CCE LEREOMRUC MOMMA A Reed NA and 


NE ORE. 


EAE 


eaten AIMS 


SINTEIRALS REL REA OA KNAY GRID ® BAZ INTES BE PARERE A SOe oY A Ste 


HINFELEAN PEALE DS VEE ETE REELS EEPD READY TENE, SPAREN 


TOT te mreenne saamaaaaty nada ast dain ti 25 SSSSEIK IDA AN MAE KR ERE ROE BED BEGINS HI EON OR IRIN ETE TERT: 
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> Name of VA Facility:Robley Rex VAMC Version 02/28/13 
> Station Number 603 : 
» City, State-———-— :Louisville, KY 


> Date of Semiannual Evaluation: 10/09/2618 


I. Implementation of Institutional Policies 


ze 
u 
Za a t 
ae 
to animal care staff. as well as research staff. 


team includes but is not limited to conduct of surgery, behavioral 
testing, training, exercise, administration of anesthetics and 
analgesics, ete.) are being performed according to the protocols 

: wed 5 


1153 ie husbandry tasks cpemved are being performed eee 
according gto documented SOPs._ eae 


Ree Ee Beane Gol 7 et RSE 
spieien OR eres neg Ee é 33 ESSINA Con 5 Welf: Bee ee Ruasee tae mare oi See 


J + 
Be di a5 
it S2 EE aales 


Bes Beara 
See 


ie 


are posted in plain view, and the SDSs are readily 
available, where specific hazardous agents are in use. 


a =r gnecisticn are used, waste anesthetic gas is removed 
via a scavenging system or by ancther approved method. (Guide o: 


. FAR} 
Supplies are readily available for treatment of bites, scratches, and 
puncture wounds according to current 
CDC recommendations. {Guide tp. 23}} 
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» Name of VA Facility:Robley Rex VAMC 

> Station Number —-—--—-----:603 

> City, State-————- :Louisville, KY 

> Date of Semiannual Evaluation: 10/09/2018 


Adequate supplies of appropriate attire and clean protective 
clothing, including dispasable PPE e.g. glaves masks, shoe covers, 
sic.) are readily available; soiled items are disposed of, lsundered, or 
decontuninated pprperk io appenved facility procedures, 


The TACUC eer aie wee use 
of hazardous agents, appropriate procedures, containment 
equipment, and personal protective equipment are used to safeguard 
personnel and animal health and are consistent (where applicable) 
with APHIS, TISDA, and CDC Select Agent Regulations and other 
federal, are and local regulations including Amused measures.” 


Version 02/28/13 


se Say tes 


SPE PES CEEZI ONG Sues? se FARE SZ) 
yraseess “2, Re ees 7a ae aos" ce 
: Sees Eee oad ar es 


358 |personnel and equipment can move easily without impediment. 
{Guide tp. 136), 
Floor surfaces are moisture-resistant, nonabsorbent, and Impact- 
resistant; floors are in good condition, without cracks, evidence of 
delamination or deterioration, of appropriate texture, . 
and are clean and sanitized. {Guide (p. 157-138); 9CER Part 3, 


EJ Corridors are sufficiently wide and clear of obstacles so that 
i 


Floors slope appropriately to drains; drains are filled with liquid, 
and those not in use for long periods are See vere (Gatde &. 
i 


Wall and ceiling surfaces are smooth, moisture resistant, 
nonabsorbent, impact-resistant, washable, and free of unsealed 
penetrations, These surfaces were found to be clean, sanitized 
according schedule, free of defects and evidence of water damage. 
[Gaide fp. 138-139}: 9 CER (Pare 3, Stancards}} 
Doors are adequately sized, fit tightly within their frames, are 

. Isealed to prevent vermin entry, and are in good repair; preferred 
features include self-closing mechanism, sweeps, saan handles, 
and protective hardware, {Guide &. 137)} 


late: With the exception of doors with viewing windows that are 
needed ad ised and other reasons, a in animal facilities 


33 i fa 


Sion eee ee 


NTT 
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> Name of VA Facility:Robley Rex VAMC ; Version 02/28/13 
> Station Number -—----------:603 

> City, State-—-——-—- ‘Louisville, KY 

> Date of Semiannual Evaluation: 10/092618 


Maintenance of temperature, humidity, and air pressure 
differentials within recommiended ranges throughout the facility is 
documented.- [Gutde fp. 43-42)} 


heatin g of animals, £1206.07 (Zaha 
hanisms are in place to maintain 


“TM je eee switches and ir and pre : 
interrupters, have been installed i in wet areas (e.g, cage processing, 


& areas, 
Light fixtures, timers, switches, Sad outlets are properly sealed to 
prevent vermin from being harbored in them. {Guide @. 141)} 
} 1369 [Protective covers are in place over light pute and light fixtures, 
Bed ew, , £4} 


1361 in the event of a power failure, alternative or emergency power 
aply is ava sble to maintain oritieal services, {Gaide @. 141)} 
Soper (Bence 3 SEM ee ae 


S ts SS aca eee Paks = Sale 
Entry doors from corridors to animal housing areas are 
closed when rot in use. 

Carts, racks, and other equipment are equipped with 
casters. 

Noisy animals are grouped in one section of the imal 
facility. 

Sound-generating equipment is selected and located to 
minimize disturbance to animals 


a 


Bee Ligaen 
brisk i ronnie en ta Fe iMMonit ive ing es 


Environmental conditions ae spaces eat eae oz 
1364 {Sensitive areas are monitored and verified by one cr more 

mechanism or systems. 

[Guide fp. 


HVAC capacity, clean storage, etc.) is available and meets program 
needs. /Cuide fp. 143}} 
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> Name of VA Facility:Robley Rex VAMC Version 02/28/13 


* Station Number ——— 603 
> City, State ‘Louisville, KY 


> Date of Semiannual Evaluation: 10/09/2018 


posting of standard operating procedures and warming signage, 
eyewash/shower stations, and fimctioning safety devices to prevent 
trapping of personnel inside of walk-in equipment (e.g., cage/rack 


Cage wash temperatures and sterilizer effectiveness are monitored 
oe opriae records are maintained. les (p tote) 


rt EP 


Food and bedding, toxic or hazardaus agents, and wastes are 
stored in se parate desig 2) ated areas. Gulde fp 141} 


Food stufie/diets are obtained from reputable vendors and are 

managed to maintain quality /Guide (p. 65- 67)}: 

-« Feed bag stocks are rotated and used prior to expiration 
date or discarded. 

« Open bags of feed are stored in sealed, vermin-proof 
containers. 

# The storage area is clean and orderly; feed bags are stored 
off the floor on pallets, racks, or by other methods with 

adequate clearance from the wall to ensure good : 


‘Are located and designed to minimize traffic and/or contamination; 
the facilities include areas for surgical support, animal preparation, 
surgeon scrub, operating room and postoperative recovery that 
separate the related non-surgical activities from the operating reom. 
quipment and services needed to support the use of the surgery 
ility are available. {Guide fb, 144-145}] 
Procedures are in place and have been implemented to assure 
| effective sanitation of the operating rocm, surgical instruments and 
equipment, appropriate management and use of stored sterile 
supplies, scavenging of anesthetic gases, monitoring of drug 
inventory, and vr) le for anesthesia and postoperative care. 
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Equipment needed to support aseptic surgery (e.g., autoclaves, | 
_| 1502 rag vaporizers, etc.) are in good repair and certifications are 
Se fe aos : 
eoeees ; os z $ v9. See ae eee Sera a RR cuore 
ee Bos Saas S oe Be eee SHH E 2 


> Name of VA Facility:Robley Rex VAMC | Version 02/28/13 
> Station Number -—-—_-------—- 603 

> City, State-————— :Louisville, KY 

> Date of Semiannual Evaluation: 10/09/2618 


Ate ISTE agen ie Poe gt pose rc ary 
x 5 Ses, ESSE Sy SESE 
Se E08 Petia ona He oe 


ortbesde sister’ ha 
Ses 


yee 
iy aieas g Sines 


Could Not 


Agbatis seusing areas feature water i i 
resistant flocrs, ground-faulted electrical receptacles or circuits, and 


SAE ee 


e sere en Sees ee ae ass ea ve Ae eee ten oe coe Fes gee 


Showers, sinks, toilets, locker rooms, and break areas are available 
for personne! and are separate from animal holding or support 
areas, | Gaile fp 35; 1365 


el 
lil 


~ 8 ) 


Security measutes are in practice and mechanisms for controlling 
1651 jentry into the facility fimction appropriately. (1200.07 (7.9: 
1200.08.90: Guide (p. 23:15} 


ea es 
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b> Name of VA Facility:Robley Rex VAMC Version 02/28/13 
> Siation Number 7663 
> City, State------—- :Louisville, KY 


* > Date of Semiannual Evaluation: 10/09/2018 


Saitama mii sce ae at 


Fates ae, distribution, and rates of change of 
ee 


Radios and other maison ‘thet eee acne 
audible to the animals are not in use in animal rooms, except as 
required by approved protocols for research or enrichment. 
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» Name of VA Facility:Robley Rex VAMC 

> Station Number -—-—_--—---- 603 

> City, State-——_—— :Louisville, FY 

> Date of Semiannual Evaluation: 1049/2018 


rimary enclosures, cages, and shelters are appropriate (in terms of 
size, construction, floor space, height, etc.) for the species housed. /9 
CER (Pare 3, Standards); Guide {p. 51-57 and 55-63; the Ag Guide] Note: 


« The recommended minimum rabbit cage height isié inches; 
rabbit cages that are less than 16 inches in height may be used i 
the [ACUC has determined through performance assessments 
that the cage is sufficient to meet the behavioral, physical, and 
physiological needs of the animal. /Guide(p.58-59}} 


The recommended minimum flocr space for a female mouse + 
litter is 51 in” ; trio breeding may be appropriate in a cage 
providing 75- 823 in” of floor space; the IACUC should make this 
determination based on the outcome of performance based 
Standards, {Guide {2.56-58)} 
The primary enclosure allows the animal to express natural 
1805¢| postures, turn around, access food and water, and rest 
away from urine and feces. [Guide (p.56)} 
The primary enclosures (cages, tanks, pens, stalls, etc.) and 
accessories are clean, in good candition, and are free of rust 
and mal paki ed ama provides safe species appropriate 


Animal records tea, ao = include the following 
information, as appropriate {Guide (p. 75-76); 9 CFR (2.35}}. 
e Source of animals 
« Strain or stock {including genotype using standard nomenclature 
where applicable) 
Name and contact information for PI 
Protocol number 
Pertinent dates (e.g, acquisition by facility, birth) 
Namber of individuals per group, when identified in groups 
Age or weight 
Gender 


Se a 
readily available, appropriately detailed, properly maintained, and 
gore as when transferred fo another institution. 

} 


So Desticial io ac oe Ee hc antes 


fGailde ip 
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» Name of VA Facility:Robley Rex VAMC Version 02/28/13 
> Station Number ————-—--—-:63 : 

> City, State ‘Louisville, KY 

> Date of Semiannual Evaluation: 10/092018 


Animals are housed in compatible social groups as appropriate; 
1312 |Socially housed animals are abie to escape or hide from aggressive 
ye eee ready access to food and swater. 


The LACUC inspection team reviewed the records of singly housed | 
animals; Guide recommendations for singly housed animals are 
being followed. (Guide ip. 54] 


L75 i i BRE a Eee DEO 
Each animal is fed uncontaminated, =i eer ey oe 
using a feed schedule and methods (that considers caloric 
management, delivery, and sanitation} appropriate to the species. 
[Gaide (pg. 85-67)} - 


EAN 
Z oe eee ORS 
Ee ee See ee Seis eee 


1817 | | 1817 |For aquatic anim 

‘Guide fe. ts 

In aquatic aystems, chlorine, chloramines, chemical, and reactive 
1818% ae are removed or neutralized prior to use. {Guide (p, 78, 


= saa ee 3 x DAK mS aS 
Cleaning ee tee rooms or for areas 
at similar risk of contamination and are in good repa 


She aty care 


Ber ree Saye 


ee 
ee 


Animals being transported are appropriately restrained, secured, 
and covered, to protect the health and safety of the animals and 
1850 humans (passersby as well as personne! involved in the work with 
the animals), to minimize stress on the animals, and to ensure 


animal biosecurity. {7200 oiipeeae eee 5}}: Guide tp. 107-409; 9 CFR 
Part 3, Standards}} 
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» Name of VA Facility:Robley Rex VAMC Version 02/28/13 
> Station Number 603 
> City, State —-——- : Louisville, KY 

; > Date of Semiannual Evaluation: 10/09/2018 


and moved fo housing appropriate to the protocols for which they 
have been ordered. 1200.07 (7.6(3)}: Guide tp. 107-199}} 


SS Roe oe Reet ue EGG EMO OLE NNO ALO CER RES UT KR SOI SOP REO SRE TATA 
= 7 cis pice CE ona x ‘ 
= peor ee ae ees ae BE Py a ek en ts aly a BBA BR ee ARSE = ae SS 


Could? Not 
Evaluate 


85 | etc biological, and hazardous wastes are regularly 
ss | ae ane and disposed of eer the use of safe handling 


» deuide {p 
2° Waste ecpneies are teak-proof fae cleaned regularly, and RoRESS 
have ticht-fittine covers, [Guide f. 7337 


Approprizte containers for sharps disposal are readily available in 
roerannpasiog sharps are used, and are no more than 2/3 to 3/4 


Fi) alanis lO 


A humane, effective, and documented pest prevention and control | 
program {that includes rodents and insects) is in place; there is no 
Guide 


When it is necessary to use pesticides in animal holding areas, 
invesiigators are consulted in advance of pesticide use. {Guide &. 
z 


Face ee Ga Me dical Supp ie ae 


Non-pharmacentical srade compounds identified during the 
age oe ere eames Ne anocerd with an LACUC 
roved pro focal, sane REA | 


Part 1 (Checklist), Section B (Facilities), p. 12 
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~ Name of VA Facility:Robley Rex VAMC ; Version 02/28/13 
> Station Number ——-—-------- :63 
> City, State-——_——-. ‘Louisville, KY 


> Date of Semiannual Evaluation: 10/09/2618 


The review of icg sheets confirm that animals are cared for by 
reali neg lps aaa a 


entries in logs confirm that emergency veterinary care is available 
and provided as needed va hours, on weekends and holidays, as 


———— of = personnel wa ceatlly accessible © 
police and fire agencies at all times. {Cute (p 74} 


n . 
ae A (ea ees 
MEO STE cee » = eae: Sess Boers rah sey eee soe Ze Say che peers a 


Animals are observed at least datly for signs of illness, injury or 
abnormal behavior by trained personnel. {Guide fp. 112)} 

Visits by part-time veterinarians are documented in a log showing 
the date and time af och vit He dppend EE 


q [Guide { 
The IACUC inspection team determined that aseptic technique is 
used for all survival surgical procedures, and includes appropriate 
preparation of the animal (shaving and disinfection of the surgical 
site), preparation of the surgeon (scrubbing, use of sterile glove, 
gowns, ete.), and use of aseptic operative techniques; the aseptic 
technique procedures are appropriate for the species used. [Guide 6. 


Part 1 (Checklist), Section B (Facilities), p. 13 
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> Name of VA Facility:Robley Rex VAMC Version 02/28/13 
> Station Number 603 : 
> City, State ‘Louisville, KY 


> Date of Semiannual Evaluation: 10/09/2018 


The IACUC inspection team determined that all surgical 
instruments and impiants used in survival surgery are sterilized by 
steam, Bas, or approved chemicals, are Alcohol is not a sterilant 


The TACUC inspection team confirmed that the operating area is | 
2253 | cleaned and disinfected prior to major survival surgery. {Guide @. 
Li7, 


The IACUC inspection team confirmed that appropriate 
infraoperative monitoring of anesthetic depth and physiological 
parameters is performed and documented by personnel. {Cute @. 


2957 anesthesia recovery, pain management, management of physiologic 
needs, assessment of overall well-being, wound healing, suture 
rg etc.) was provided and documented by trained personnel. 


23017 Analgesics aad ee = well as other drugs} are used within 
23014) their expiration date. [Guide (p. 122} 


Procedures for acquiring, using and storing anesthetics and 
analgesics are compliant with legal and safety standards, {Guide . 
£15; 122, 


Observation and/or record review indicaies that before surgery 
2303+ ee personnel ensured a surgical plane of anesthesia is attained. 


The Firs inspection team determined that neuromuscular 

ee ee ee 
sccorrace oh eee 

Se Sots Rorptic i : SS : 


Personnel are competent in performing euthanasia methods that are 
appropriate to the animal’s age and species and are consistent with 
AVMA Guidelines. Alternate methods of euthanasia, if used, are 
approved by the IACUC, /Gutde (o. 124); 8CFR C31 ii)} 


Personnel confirm animal death after the euthanasia eum 
{Guide {p.124}} 


Part 1 (Checklist), Section B (Facilities), p. 14 
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» Name of VA Facility:Robley Rex VAMC 


> Station Number —----—— :603 
> City, State-———_- :Louisville, KY 


» Date of Semiannual Evaluation: 10/09/2618 


Part 1 (Checklist), Section B (Facilities), p. 15 
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ROLE RCD BODE AANIODS DIED PPR REE SAAS EAL ARIA DADAM EDA DOA AY AS I nn BAINES AEA ADREVIEW LONI TENE AAS BERR MONEE ENSURE TES, 


> Name of Medical Center: Robley Rex VAMC Version 02/28/13 


. » Station Number: 603 


> City, Stat: Louisville, KY 
> Date of Semiannual Evaluation: [yor09/2018 | 


VA SEMIANNUAL EVALUATION 
: of the 
INSTITUTIONAL ANIMAL CARE AND USE 
PROGRAM AND FACELITIES 


_ Part 3— Post-Review Documentation 
Instructions (The “>” symbols indicate required information): 


1) Enter identifying information in the header above: 
Double click in the header area. 
Then enter text after each “:” 
(Note: The “Date of Semiannual Evaluation” is considered to be the date by which 
beth the Review of the Program and the Inspection of the Facilities are completed.} 
’ Double click in the document area to return to the main body of Form 1. 


2) » Enter the date of the most recent previous Semiannual Evaluation: 


3) Enter the names of all voting members of the JACUC, and identify the member who fills each - 
required role on the committee, in the table in Section D, below. If any alternate members have been 
appointed, enter the name of each alternate member in the square brackets (e.g., “[Alt: John Smith]” ) 
below the name of each primary member for whom the alternate may serve. Only one member, the 
primary or the designated alternate, should sign in any one row of the table. (Press “Tab” in bottom — 
right cell to add rows to the table.} 


4) Complete Sections A-F, below. 


A. SUMMARY OF SEMIANNUAL EVALUATION. Summarize the results of this semiannual 
evaluation, including an analysis of the implications of the results for the animal research program as 
a whole. The summary should: 


s Note the total number of “departures” from PHS policy, including the Poms 2 of the Guide, 
that have been approved by the IACUC, 


Not applicable : : 


« Provide summary overviews of the programmatic and facility deficiencies 
o Ifthere were no deficiencies, include a statement to this effect in the report. 


There were no programmatic or facility deficiencies noted during the current review period. 


Form 3 (Post-Evaluation Decumentation), Page 1 
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> Name of Medical Center: Robley Rex VAMC Version 02/28/13 
> Station Number: 603 

> City, Stat: Louisville, KY 

> Date of Semiannual Evaluation: [10/09/2018 | 


0 Ifdeficiencies were identified, evaluate the overall number and severity of the 
deficiencies, and what the sumber and severity indicate about the quality ofthe 
program and facilities (refer to the complete list provided in Part 2— Table of 
Deficiencies and Departures). 


There were only minor deficiencies that were identified. 


*« Comment on any patterns or trends suggested by the observations during this semiannual 
evaluation and also in the light of previous semiannual reports. 
In the past we have had some difficulties with the primary and secondary (backup) HVAC ana in the 


VMU. During the current review period, ‘which Included the summer months of 2018, there were no that 
pairs fo the HVAC backup 


* Acknowledge any laudable aspects of the overall animal care and use program (i.e., related to 
the program, facility, or personnel). 


VA Research Service Is fully staffed with a newly appointed AO, Nancy Knapick, Pragram Support Assistant, 
Christine Powell, and Program Support Assistant, Margaret Draughn. Additionally, our new interim Director Is 
Mr. Duane Gill, FACHE, VHA-CM The Research staff and animal committee are dedicated, professional, 
good at their Jobs, and furrto work with. ~ 


* Provide a concluding paragraph that: (1) assesses the institution’s overall compliance with 
applicable PHS Policy, the Guide, the AWA, and VA Policy; (2) provides recommendations 
to the IO; and (3) highlights any other pertinent information the IO should be made aware of. 


(1} The institution is compliant with all regulatory policies. 

{2} Ths VMO, RASS Chair, and the ACOS provided recommendations to the Interim Director in a timely 
manner following approval of the Inspection reports. 

{3} We fonvarded the need for a new primary VMU HVAC system fo the previous Interim Directorand we 
requested an evaiuation for a new primary HYAC system. 


B. DOCUMENTATION of MINORITY OPINION(S). Any participant in the semiannual 
evaluation who wishes to provide a minority opinion MUST be allowed to do so [1200.07 18, ODM: P PHS 
(WELd:; GAR ZIYI. Did any ae ag submit a minority opinion? 


[| Yes No Jf "yes", fill out section E below. . 
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>» Name of Medical Center: Robley Rex VAMC Version 02/28/13 
> Station Number: 603 

> City, Stat: Louisville, KY 

> Date of Semiannual Evaluation: |19/09/2018 | 


C. Statement of AAALAC Acereditation sexs (v.2.97. Are all VA animals housed or used only 
in facilities that are part of an AAALAC accredited program? 


Yes. If yes, describe the accreditation as indicated below. 
Identify the AAALAC aceredited program/Roblay Rex VACM-VA094 
Give the date of the most recent achievement of Full Accreditation: [07/12/2016 | 
[J Ne. If no, describe the components that are not Fully Accredited, as indicated below. 
. If VA animals are housed or used at an affiliate institution that is not AAALAC accredited, 
Identify the affiate 


Give the date on which the CVMO approved this arrangement: [| 


If VA animals are housed or used at an institution where the AAALAC accreditation status is” 
other than Full Accreditation, 


Identify the institution: [__ dC 
Givethe curent accreditation stams: | 


Describe briefly the current status of the institution in the process of regaining full accreditation: 


.Form 3 (Post-Evaluation Documentation), Page 3 


. 
+ 
’ 
. ¥ 
. a 
7] 
v ? 
. 
> 
t e ‘ 
. 
Y 

4pm anata npsaednecbaeN mene AOAANUCN A Maa U iN ag itith iRlbtina Ad ttidAbigh pe dtigvch dre nomcoerat bibhertinirveyilbil a taressisi eh abe devioksiegnes 131 ielicy based inkendhebe metered pe teet HSPN LITER RPO EE ORE SNES SUF TASS REMAINS TAS HOPE EAEEAS DAO A BIO EAE SE DEAT ARR NEEEI CLO f EMCEE AE ELIE PE SEP ERY TONE HPL POET RAST AORTA OOO PEG ADA SE AO RLES DRL ASTI ORAL STON HEA COCR CALAIS tent COLONEL DAE LET CAS HOSA YALA CH EA CIA AA) 


Aaa Face Arpanet GHP OONSERANE MAAS PAE MARLO NOLO ADUPPHUANECE ABR LEU VANADATE AUROABSIIOA SACHA RVG hain BOONE RERUN NV AK HEE TIO Ore AE AEE AS RAALINAN ARM IERD RII ARAN SADLY POEM HAY BLEEK DRLOR RENTS TAR MIKI YT IR OIPU AAR IER RIED OLE APE TINE ERE URAL DAR ADDO hata EO OSA INE ERI HERR ANCE TEM BSA Sn SATE SE DALLICRALB LS LONNIE LAMINAE ONRSENAAE IY HORNA IEE ‘ 
WALL ALLENS LONE EOL LINEN ALOT, 
. 
. 


MIA CEES Y MOR ALAS L IA APES LEMA DIL LU RADA SE AINE AOA AERO BE RELL BRED INNATE LET NON AAA AI Le AAAI NMI KORVER, 
a 
» 


STAY TEE TERME SERB NBER EOE FEN ANDY PF OPER MN LEKD LA rote CE HAS REE CER REALE AIRS OE OMNI 2 


»> Name of Medical Center: Robley Rex VAMC Version 02/28/13 
> Station Number: 603 . 
»> City, Stati Louisville, KY 

Date of Semiannual Evalnation: 


D. DOCUMENTATION of REVIEW and APPROVAL by IACUC MEMBERS, .4 majority of 
all voting members (not mierely a majority af a quorum) trust approve and sign the report 1200.97 

BMG) 9CR 23aroy. The report must be completed within one month of the date af the semiannual 
evaluation te facilitalé timely progress ett any corrective actions required. 


The undersigned verify that wé ; 
1) have reviewed and approved Forms 1 (Checklist, Parts A and B) and 2 (Table . 
‘_ of Deficiencies and Departures), 
2) have read any minority opinions appearing in item E of this report, and : 
_3) hereby authorize IACUC representatives to review this repart with the Medical 
Center Director: ; " 


> 
OEY — - . 
vad Peg fh 
ea tee, Se Lae Saeed 
vr is 


" ee 


CRATE 
aa | 


Scientist with 
1 a ee 
see [PO ]]iobyhel 
oe ys ne 
ol rey 


| Sciesitist with | 


Aniinal Reseatch | | lo/23/18 


Fonn.3 (Post-Evaluation Documentation), Page 4 


| 
iy _ 
: 


- ® Name of Medical Center: Robley Rex VAMC | Version 02/28/13 
> Station Number: 603 ‘ : 
> City, Stat: Louisville, KY 
> Date of Semiannual Evaluation: 


E. MINORITY OPINIONGS). Hf part B is ch "yes", provide the typed minority opinion(s) here: 


F. COMMUNICATION WITH DIRECTOR OF THE FACILITY. After a majority of all voting 
IACUC members approve the report and indicate their approval (in Section D, above) by signatures next to 
their typed names and roles on the committee, the report must be discussed personaily with the facility 
Director by at least one voting member of the IACUC, representing the commitiee, it is recommended that 
the Atiending Veterinarian and the IACUC Chair meet with the Director (any voting member of the IACUC 
who wishes to participate must be allowed to do so). It is a best practice for the ACOS for R&D and/or the 
AO for R&D to attend as well, After the meeting, the Director must sign the reporting indicating that he/she 
has reviewed it. 11200.7(3,f0)()]. Note: the Director's signature only indicates awareness of the contents of 
the report, and does not imply agreement with the report or satisfaction with the corrective measures 
proposed. The report may not be altered after it has been signed by a majority of the voting IACUC 
membership, but any disputed items may be discussed in a cover memo. 


Certification: By my signature, I acknowledge receipt of this report, and verify that I have personally 
discussed its contents with the representatives of the IACUC. 


yped Name of Director [Signature Date 


oO [eve) 


G. FINAL PROCESSING 


: A-signed copy of the complete report (including Parts 1, 2, and 3} must be sent through the 


ACOS/R&D and Medical Center Director to the CVMO within 60-days of the date of approval and 
signature by a majority ofthe voting IACUC members. The R&D Committee should review the 
approved report as an item of business, but R&D approval is not required before submission of the 
final document to the CVMO. Send a copy including all signatures as a hard copy to Dr. Michael 
Fallon, CVMO, Atlanta VA Medical Center, Research Service-151¥V, 1670 Clairmont Road, Decatur, 


GA 30033, or as an email attachment te Michael.Fallon@va.gov and Alice. —— agov. The 
original must be retained for at least three years. 
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